Pharmaceutical Promotion 
in the Third World | 


j 
& 
Ps 
o 
4 
t 
iH 


eS TT, 


‘. 


ey 
ay 


Joel Lexchin 


Pharmaceutical Promotion 
in the Third World 


ENS 
Gi 
If 
Wy) 
id Consumers International 


4 20>r 


Published by: 

Consumers International (Cl) 
Regional Office for Asia and the 
Pacific 


PO Box 1045, 
10830 Penang, MALAYSIA 


Tel: (60-4) 2291396 
Fax: (60-4) 2286506 


Written by: 
Joel Lexchin 


Editing by: 
Shila Rani Kaur 


Cover & book design: 
Wan Oi Chun & Michael Quah 


Hypertext management & 
production: 

Fine Impressions, 

Penang, MALAYSIA 


Printer: 
Jutaprint 
Penang, MALAYSIA 


ISBN: 
967-9973-68-9 


©Copyright : 
Consumers International (Cl)1995 


— 


Ba 


unit yt 
ww aa 
NGALORE: 


—— 


About Cl 


Consumers International (Cl, formerly 
known as International Organisation of 
Consumers Unions) is a federation of 
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Foreword 


If someone proposed that those charged with a crime could form 
a committee of judges, enlist colleagues and good friends as the 
lawyers and jury to hear the case and pass sentence, we would 
dismiss the idea as too ridiculous for words. 


Yet the world’s pharmaceutical industry offers just such a solution 
to the problem of inappropriate drug promotion. Representatives 
from the very companies that produce substandard, inappropri- 
ate or misleading drug promotion have recently drawn up and 
approved a new international code of marketing practice. | Com- 
mittees made up of members from national industry associations 
will passively wait for complaints, then assess whether any individ- 
ual company has broken the rules. A carefully selected interna- 
tional adjudication committee will usually rubber stamp the ver- 
dict. If a company is guilty, the punishment will be a mild rebuke 
and a low-key release of the details of the case by the Interna- 
tional Federation of Pharmaceutical Manufacturers Associations 
(IFPMA) long after the code violation has taken place. The of- 
fender, meanwhile, can carry on trading, carry on promoting - in 
some Cases repeating the offence again and again. And, if the re- 
bukes become tiresome, the company can simply resign from the 
industry association - as one company did in Australia’. 


Such a system of "control!" is laughable. Unfortunately, the indus- 
try treats it with great seriousness. Dr Richard Arnold, IFPMA Ex- 
ecutive vice-president, described the earlier version of the code 
as "a valuable and successful exercise to achieve acceptable 
standards of marketing behaviour among as wide a section of the 
world’s pharmaceutical manufacturers as possible. The process of 
self-discipline administered by a responsible body on behalf of its 
members is very much in the public interest, imposing no cost 
burden on governments, prescribers or patients and achieving 
relatively rapid results."° 


Dr Andrew Herxheimer coordinator of the International Society 
of Drug Bulletins and former editor of the UK Drug and Thera- 
peutics Bulletin, has conducted several studies into drug promo- 
tion and the efficacy of industry self-regulation. He concludes: "In- 
dustry codes are much more show than substance. Codes are in- 
terpreted rather literally. The spirit of the code is usually disre- 
garded. Enforcement doesn’t exist. There are no sanctions. The 
same Companies repeat their transgressions again and again." 


The pharmaceutical industry, undoubtedly, will argue that this is 
all simply past history and that its new code will solve the prob- 
lem. Or, even more extraordinarily, it will argue, as Glaxo’s 
Robert Ingram has done, that there is no problem: "Industry must 
inform the critics that promotion is equivalent to education, pure 
and simple." 


The two are not equivalent. Even if they were, it would have to 
be considered bad education. Sound public health advice is to 
use antibiotics sparingly. The industry promotes antibiotics for in- 
discriminate use. The World Health Organisation says oral rehy- 
dration is the first, and usually the only, therapy required for diar- 
rhoea in children. The industry pushes a bizarre collection of un- 
necessary, inappropriate, and sometimes extremely hazardous 
products as antidiarrhoeals. 


The quality of information put out by the pharmaceutical indus- 
try abouts its products is depressingly low. According to Mary 
Pendergast, Deputy Commissioner of the US Food and Drug Ad- 
ministration (FDA), it is "an uphill battle" to keep medical educa- 
tion activities free of commercial bias and to bring drug promo- 
tion under control. "The potential financial rewards for violative 
promotional activities, such as the promotion of off-label uses, 
are great, and the risk of serious sanction, minimal." 


If the US FDA finds the task difficult, it is many times more diffi- 
cult for regulatory authorities in developing countries. Joel Lex- 
chin’s report is another tool they can use in the struggle. It dem- 
onstrates the deep penetration that the pharmaceutical industry 
has achieved into health care systems all over the world and the 
negative impact it can have on our health. When we are sick, we 
want health workers to advise us about therapy based on experi- 
ence, not based on a drug company’s need to boost its sales this 


month. 


For too many years, the pharmaceutical industry has cultivated a 
cosy relationship with health workers with suggestions that both 
parties were partners in public health. The evidence is now clear 
that this is an unhealthy partnership. The time has come to de- 
velop a more healthy partnership - one between consumers and 
health workers, and one which resglves to keep commercial in- 
terests at arm’s length within our health care systems. 


Andy Chetley 
London, 11 Nov 1994 
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would just be talking rubbish if | were to say that the 
multinational companies were operating in the less developed 
countries primarily for the welfare of those countries... They are 


not bishops, they are businessmen.” 


Spokesperson for the British industry, quoted in: 
Melrose, D., "Bitter pills: medicines and the third world poor" 


n order to understand the promotional activities of the 
pharmaceutical industry in the Third World it is necessary to 
appreciate one fundamental fact: the industry is driven by a quest 
for profits. A spokesperson for the British industry accurately 
explained the situation: "I would just be talking rubbish if I were 
to say that the multinational companies were operating in the less 
developed countries primarily for the welfare of those countries . 


_. They are not bishops, they are businessmen." ' ?:?7 


The appreciation of the profit motive as the central feature of 
the industry should not come as a surprise, but it frequently does. 
The industry often invokes lofty humanitarian goals as the princi- 
ple force behind its marketing activities. The International Fed- 
eration of Pharmaceutical Manufacturers Associations (IFPMA) 
claims that information from the industry provides prompt, de- 
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tailed and accurate information for the benefit of both doctor and 
patient.” Benefits may sometimes indeed accrue to doctors and 
patients, but if so they are distinctly secondary outcomes. Far too 
often, the only benefits from advertising go to the drug companies. 

Pharmaceuticals are a unique product - the ones who do the 
choosing - the docters - are not the ones who buy and consume the 
product. Consequently, the bulk of promotional activity is di- 
rected at doctors. The main reason for advertising is to increase 
sales and profits. To achieve these objectives the truth might have 
to be bent or broken. As a former Squibb medical director pointed 
out: ‘“‘The incidence of disease cannot be manipulated and so 
increased sales volume must depend at least in part on the use of 
drugs unrelated to their real utility or need.”’ + Dn 

All too often the industry is guilty of promoting and selling 
drugs that are useless and/or dangerous. Even with drugs of 
proven value the excesses in promotion contribute to the inappro- 
priate use of these drugs. 

Drug companies literally bribe doctors into prescribing their 
products. Promotional material often extends indications for 
drugs into areas for which there is no scientific evidence and side 
effects and contraindications may be minimized or in some cases 
ignored. Both multinational and domestic companies engage in 
these types of practices, but the multinationals are also guilty of 
double standards in their promotion. These companies are much 
more restrained and factual in industrialized countries than they 
are in the Third World. These double standards are seen not only 
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he incidence of disease cannot be manipulated and 
so increased sales volume must depend at least in part on the 


use of drugs unrelated to their real utility or need.” 


Squibb medical director, quoted in: 
Chetley, A., "A healthy business? world health and the pharmaceutical industry." 
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in the way that the multinationals promote to doctors but also in 
the way that they promote their products directly to consumers. 
While there are marketing codes around that nominally at- 


tempt to control advertising, they are weak, difficult to enforce 


and lack any kind of meaningful sanctions if they are violated. 

Some companies have been able to make changes when con- 
fronted with criticisms of their promotion, but in many cases 
action only comes after concerted public pressure. In other cases 
companies ignore the criticisms and lash out at the critics. 

The consequences of uncontrolled promotion are felt at all 
levels. Doctors who depend heavily on the drug companies for 
their information prescribe less appropriately, i.e. they are more 
likely to prescribe the wrong drug for the wrong condition in the 
wrong dose for the wrong length of time. Consumers who are on 
the receiving end of these prescriptions spend what little money 
they have on products that, at best, will do nothing for them or, at 
worst, will make them sicker. Third World governments that 
often have minimal drug regulatory programmes, spend their 
limited resources on useless and/or dangerous drugs - either by 
paying for them, trying to control their promotion, or dealing with 
the results of their use. 

The problems associated with promotion in the Third World 
may sound enormous and, in fact, they are. But at the same time, 
it is possible to take concrete, productive steps to deal with them. 
A variety of consumer groups, non-governmental organizations, 
professional groups and governments have already started that 
process. 

The more I researched this topic the more concerned I became. 
While there are a few positive signs of improvement, what I have 
read has left me deeply disturbed. This book cites examples of ads 
advocating the use of anabolic steroids for malnutrition; ads 
claiming that drugs can be used to alleviate a lack of concentration 
and initiative; ads that promote the use of antidiarrhoeal products 
that lead directly to the death of children in Pakistan. 
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Where does the 
money go-: 
how the industry 
promotes 


xpenses for advertising and promotion in the i — 
Third World generally aah for between 20 to 30 percent of 
sales (see Table 1). Yudkin! estimated that companies were 
spending twice as much per doctor is promotion in Tanzania as 
in Britain. Mamdani and Walker” quotes a figure of 12,500 
(US$16,000) per doctor in Tanzania, an amount far exceeding the 
annual income of most doctors. Companies in Pakistan spend 


Rs.10,000 (US$566) for each doctor on promotion, twice the per SALES REPS WITH A DIFFERENCE: Thace reps 
are promoting Med-Sense, a Health Action 
International information pack for consumers 
aimed at enhancing a critical attitude towards 
medicines and promoting the rational use of drugs 


capita income in the country. 


Source: Health Action International-Europe 
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TABLE 1: PROMOTIONAL EXPENSES IN THE 
THIRD WORLD 


TOO MANY DETAILERS, 
TOO LITTLE KNOWLEDGE 
Argentina’ “= About half of all the money spent on promo- 
7 tion goes towards salaries and other expenses 
eis . associated with the companies’ detailers or sales 
Colombia’ 26 representatives. In the Philippines 68% of the 
average promotional budget is spent on detailers. 
India! 13 These are the men and women who are paid to 
7 travel from office to office promoting their com- 
North Yemen” 20 : panies’ products. Whereas in the West there is 
| about one detailer to every 10 or 20 doctors, in 
Philippines“ _ a0 Third World countries the ratio is usually under 
Thailand’ 3 5-20 1:5 (see Table 2). In the early 1970s, a Brazilian 
Senator who was also a physician found that he 
'United Nations Centre on Transnational Corporations. Transnational was visited on 18 of 21 working days by a total 
corporations in the pharmaceutical industry of developing countries. of 69 detailers. They left him 452 free samples 


Bem aiaupicd Nations, 1984. of drugs and 25 gifts.” It is not uncommon for 


2Castelo A, Colombo AL, Holbrook AM. Production and marketing of 


A epee Filipino doctors to receive 20 visits a day from 
drugs in Brazil. J Clin Epidemiol 1991;44(Suppl II):21S-28S. 


detailers.° In Manila paediatricians were seeing 


HAI, 1992. up to 15 detailers a day,’ while Chilean doctors 


3Melrose D. The case of the Arab Republic of Yemen. Geneva: 


. 8 
International NGO Seminar on Pharmaceuticals, 1981. May Seem to 84 detailers Pee month. 


‘Former MNC drug executive says drug prices can be lowered. The Benner ‘ii ke heat denaty mse wo 
Drug Monitor 1987:2:14-5. tors" in their areas and target them for frequent 
visits - three or more times a week. These doctors 
include those with large private practices and 
consultants. Residents are also targeted because 
they are seen to represent future growth. The 
deciding factor is whether or not the product 
being promoted by the detailer is affordable to the 
patients served by the particular doctor.* 

The IFPMA maintains that detailers play "an essential role in 
linking the research laboratory with the physician."” The IFPMA 
Code of Pharmaceutical Marketing Practices states that these 
people "must be adequately trained and possess sufficient medical 
and technical knowledge to present information on their com- 
pany’s products in an accurate and responsible manner"!© P-6 

The lack of any further stipulations about the background, 
training and upgrading of detailers allows companies to set their 
own standards. While some may opt for hiring well qualified 
people, all too often companies interpret this provision as meaning 
that they can employ people who are clearly substandard in their 
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training and knowledge. In the Philippines, de- 
tailers receive two to four months of training. 
During this period more emphasis is placed on 
learning the products they have been hired to 
promote, most importantly the supposed benefits 
of the drugs. These people generally have only a 
very limited knowledge of the pharmacological 
action, indications and contraindications of the 
drug they are promoting. Direct observation of 
the way that detailers interact with Filipino doc- 
tors showed that they never volunteered informa- 
tion about side effects, contraindications or pre- 
cautions.” Doctors, and their patients, would 
probably be better off if the detailers paid them 
fewer visits. 

Detailers visiting rural Indian physicians 
showed colour charts bearing pictures of the drug 
and a list of indications in bold print. One flash 
card from Glaxo (India) stated that "In DEBIL- 
ITY and GENERAL WEAKNESS . . . BE- 
CADEXAMIN [a multivitamin/mineral supple- 
ment] helps healing, promotes growth".!! 
Glaxo’s response to the recounting of this 
vignette in the Lancet was that the flash cards for 
Becadexamin had been discontinued over three 
years ago. 12 But, as Greenhalgh pointed out, the 
issue is accountability, since whatever the official 
status of the cards, they were still being used.!? 

In 1992, urban Indian doctors were visited by 
up to 20 detailers per day. These detailers are 
asked to mention at least five new products and 


TABLE 2: RATIO OF DETAILERS TO PHYSICIANS 


IN THE THIRD WORLD 
Ratio 
mail. o 1:7 
Brazil’ 1:3 
Colombia” : 1:5 
Congo* 1:9 
Ecuador’ 1:8 
Guatemala” 1:3 
Indonesia” 1:2-3 
Mexico” 1:3 
Philippines* 122 
Nepal sts : 3 
fanzania’ ss (sti (it; 


‘Melrose D. Bitter pills: medicines and the third world poor. Oxford: 
Oxfam, 1982. 


2cilverman M, Lee PR, Lydecker M. Prescriptions for death: the 
drugging of the third world. Berkeley: University of California Press, 
1982. 


3Medicines in francophone Africa. Lancet 1990;335:1449. 


4Vudkin JS. Provision of medicines in a developing country. Lancet 
1978;1:810-2. 


to remind doctors of three old ones. Companies still use flip 
charts, which the detailers must return to the company when the 
promotional cycle is finished. Contraindications and side effects 
are mentioned in tiny letters or else detailers tell physicians that 
the company can be contacted for detailed information. 

A North Yemeni detailer worked in the mornings as an admin- 


istrator for his country’s Supreme Board of Drug Control and in 


the afternoons as a detailer for one British and one American 


company. He had no medical or pharmacology training and felt 
that his job was to promote the products as "the best" without 


having any idea of their real usefulness. 


Deception by Design 
7 


Detailers are often only concerned with selling their products. 
In Bangladesh, a Hoechst detailer was observed trying to persuade 
4 doctor that Lasix (furosemide) was a good drug to use for 
children who had kwashiorkor or marasmus. These are diseases 
that result from severe protein deficiency and one of their mani- 
festations is oedema or swelling throughout the body. Lasix 
which is a diuretic or "water pill" is used to eliminate excess fluid 
in the body. When it was pointed out to the detailer that the 
swelling might go down if Lasix was used but the child would be 
killed, the detailer responded "Well, the child is going to die 
anyway."!° P-> A Senior Field Organizer in Bangladesh for the 
German company E. Merck was asked what he saw as his main 
duties. He replied that it was "to convince doctors to prescribe 
Merck products." When he was asked if he would advise doctors 
of any products being withdrawn from the market in West Ger- 


nl7,P-72 His behaviour seems 


many he said "No, I don’t do that. 
to be a reflection of the overall behaviour of his company in 
Bangladesh. The "Merck in Bangladesh Marketing Plan 1980(- 
1982)" for two of its products called for them to be promoted to 
"fresh graduates and potential quacks." > Pal. 

In the late 1980s, companies spent US$7.5 million annually 
detailing products for diarrhoea in Pakistan, but only one company 
was promoting oral rehydration solution. Over 90% of the money 
went for detailers to promote useless antidiarrhoeal drugs.!®. 

It is not only detailers from the multinational companies who 
are to blame. Detailers from multinationals who visit Nigerian 
hospitals are described as intelligent and well-informed and are 
often pharmacists or trained nurses, while those from local com- 
panies are less well trained and "sound like tape recordings".!7 
Sales staff in domestic companies in South Korea account for an 
average of 45% of employees compared to 10-15% in multina- 
tional subsidiaries located in South Korea, leading the director- 
general of the South Korean Ministry of Health and Social Affairs 
to criticize South Korean companies for concentrating on sales 
and marketing instead of research and development.!” 

In the Philippines the maxim of pharmaceutical marketing is 
"It is the singer, not the song". Since there is often no difference 
between the drugs, it is the detailer who makes the difference in 
sales. As one detailer put it: "The doctor-medrep relationship 
tends to be on the personal side. You have to make yourself 
available, make friends with them. Only then - if they remember 
you, if you have done that special thing for them - will they 


4 ; : 
prescribe the product."" Detailers commonly run errands for 
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doctors, drive them to the clinic or airport, pick up their children 
from school, invite them to lunch or even spend an evening with 
them bowling, swimming or accompanying them to a party. One 
Filipino female detailer recounted the ordeal she has to go through 
to boost the doctor’s ego, which starts with entering the clinic and 


"noticing his new shoes", taking him out for snacks, or going 
further."7” 


"FREE" SAMPLES MEAN 
HIGHER COSTS 


Detailers also leave behind samples of the products that they 
are promoting. According to the Hathi Commission in India the 
practice of distributing samples had degenerated into a rat race 
among manufacturers, each trying to excel the other in the quantity 
of samples given away. '7 In some Third World countries samples 
are given away with the express intention of enabling the physi- 
cian to make more money by selling them to their patients.”! 

In Tanzanian hospitals samples are used as a means of creating 
demand for the products. Along with the donation of a free sample 
to the doctor, the detailer usually gives a box or bottle of the drug 
to the hospital pharmacy and a message to the doctor that the drug 
is available in the pharmacy. This "donation" to the hospital may 
happen whether or not the drug 1s approved by a Hospital Phar- 


66 


here was an awakening that the amount of marketing money 
you could spendona high-margin drug forchronic illness was vast. A person 
on an antihypentensive stays on it the rest of his (or her) life. That's often 


thousands of dollars over the life of a patient. It pays for a lot of sales calls." 


Marc Mayer, security ananlyst at Sanford Bernstein, quoted in: 
O'Reilly, B., “Drugmakers under attack”, Fortune, 29 July 1991, p. 112 
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Doctors are often the main 
target of drug promotions. 
Here Searle has come up with 
a new approach to market its 
anti diarrhoeal combination, 
Qugy!. Membership of the 
“Qugy! Doctor Club” ensures 
doctors receive various 
“privileges” including } 
opportunities to attend medical 
conferences. 
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macy Committee, or even if it is a drug that is not included in the 
hospital’s Central Medical Stores List. When the doctor pre- 
scribes the drug, the pharmacist dispenses it, and will often order 
more when the doctor continues to prescribe and the free sample 
has been consumed.”” Detailers in Mexico have adopted similar 
tactics to get products used in hospitals when they are not included 
in the country’s ‘Cuadro Basico’--its list of 426 essential drugs.”° 
In Ecuador, high pressure sales tactics have been applied to the 
pharmacy technicians who run small hospital and clinic pharma- 
cies. These technicians, who had no medical training, were told 
that if they did not take a "starter pack" of a new drug at a cost of 


US$600 they would not be able to order the drug in the future.74 


BRIBES - GIFTS, DINNERS, 
TRAVEL AND MORE 


Detailing, sampling and the provision of printed material are 
not the only methods of promotion: doctors are literally wined 
and dined and "gifted." In Nairobi, doctors are entertained lav- 
ishly at hotels where there are tables perhaps a hundred feet long, 
loaded with exotic dishes.7! In 1988, one multinational firm 
organized symposia in major Pakistan cities to celebrate 20 years 
of its antimicrobial drug. The venues were five star hotels and 
doctors were treated to sumptuous meals.’ A 1993 editorial in the 
San Juan de Dios (Chile) hospital bulletin commented that sales 
and promotional tactics are being used today which a few years 
ago "nobody would have believed possible."® While promoting 
Zinetac (ranitidine) in India, Glaxo invited 150 doctors and their 


families to the four largest cities and entertained them in five-star 
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hotels. Roussel, invited Indian doctors to hotels to listen to 
lectures about Combiflam, a combination of ibuprofen and 
paracetamol (acetaminophen). After the lecture the doctors were 
treated to dinner and a free bone china tea set.'4 

The Indian subsidiary of Searle markets an antidiarrhoeal 
combination of metronidazole and di-iodihydroxyquin under the 
trade name "Qugyl". Di-iodihydroxyquin is banned in the US, 
where the head office of Searle is located. The company considers 
the drug to have a very high market potential, but Searle does not 
have a monopoly on this particular product. Therefore, Searle has 
come up with the "Qugyl Doctor Club." Membership is free to all 
doctors upon simply filling out and mailing in a form. Privileges 
of membership include: "Diarrhoea Update" a journal published 
by Searle; "Special Bulletins" to keep doctors up-to-date on new 
happenings in the world of medicine; free samples of Searle 
products; the opportunity to attend local Medical Symposia and 
Doctor Meetings organized exclusively for club members.”> 

In Brazil, the Philippines and Bangladesh, pharmacists, hos- 
pitals and doctors are lavishly rewarded by multinationals’ sub- 
sidiaries with gifts like televisions, video cassettes, nursery room 
equipment, air conditioners or four digit cash deposits. '°2°77 
The effects of such gifts are evident in the comments from one 
female physician in Dhaka who received an expensive gold neck- 
lace: "They offer gifts like this. I’m obliged to help aren't yp"26 
p.57 

It is not only the multinational companies that are guilty of 
such sumptuous spending. In India domestic companies also give 
expensive gifts like cars and refrigerators to class A doctors who 
have what is known in the trade as a ‘prescription following.’ !” 
Local companies in Venezuela and Indonesia pay physicians for 
each prescription of their products that they write. "We pay a 
small fee, not as a bribe but as a commission", one company 


official explained.7® pis? 


BOGUS CLINICAL TRIALS AND 
BIASED CONFERENCES 


The drug companies also promote their products under the 
guises of sponsoring clinical trials and continuing medical educa- 
tion. Letters in the Lancet in 1988 and 1989 described unethical 
trials on dipyrone in Thailand which seemed mainly designed to 
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promote the product while forestalling possible government ac- 
tion 222". The few pharmaceutical industry sponsored research 
programmes submitted to the Panamanian Medicines Commis- 
sion are inadequately designed and could be considered primarily 
promotional. They seem aimed at indicing Cra: to try new 
drugs or to discredit generic competition... Organon, a Dutch 
multinational, organized a conference on anabolic steroids in India 
in 1985. At this conference various speakers made claims for the 
effectiveness of anabolic steroids in conditions like malnutrition 
and as adjuvants in antibiotic therapy, while ignoring their side 
effects and toxicity.°” In Indonesia, some companies still use 
"contract physicians." They pay these people a kickback on every 
prescription they write and use these doctors to write testimonial 
papers. 

All Philippine medical, nursing and pharmacy associations, 
with the exception of the Philippine Society of Experimental and 
Clinical Pharmacologists, hold their conventions with the support 
of drug companies.7” In India, Searle spent US$45,000 organiz- 
ing ‘independent’ scientific conferences; of the biggest it said: 
"We arranged it and supported it--but remained completely in the 
background as we didn’t wish the already biased Minister of 
Health to be able to say that any of the papers that were being 
presented were in any way influenced by commercial considera- 
tions, so it appeared to be a completely independent symposium 


put on by the All-India Gynecological Society."|® p.54 


In Bang- 
ladesh, the multinationals support doctors’ travelling expenses to 
attend seminars and meetings abroad. These are disguised as 
neutral scientific gatherings, but according to the former director 
of Drug Administration they "are in fact meetings sponsored by 
big companies to promote their special products. This makes it 
possible for them to offer ‘paid holidays abroad’ as gifts to doctors 
n!7, p84 Th 1986 the Committee on Drugs of the 


Philippine Medical Association denounced drug companies for 


who matter. 


"bribing" doctors by "entertaining them in lewd shows, financing 
trips of doctors abroad, holding scientific meetings in five-star 
hotels, giving lavish gifts such as appliances, and stating un- 
"20,P-115 When the Com- 
mittee issued its denunciation it may have had in mind a Ciba- 


founded information in advertisements. 


Geigy seminar for physicians where pornographic films were 
screened and physicians who were deemed important received "a 
visit during the night" from a woman "to build a good rapport with 


the doctors."?!> p.121 
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The war on generics 


BRAND NAME PROMOTION: 
HIGHER COSTS, NOT BETTER CARE 


rand names are always featured prominently and 
repetitively in drug ads. IFPMA claims that the use of brand 
names in the Third World "encourages local manufacturers to 
achieve and maintain high quality standards and to open new 
markets in which local suppliers can seek to compete." In reality, 
for nearly all of the most important medications, there are low-cost 
generic equivalents which are identical in composition and of 
equally high quality. It is economic necessity that dictates the 
heavy use of brand names. Ifa company has one of the 67 different 
brands of chloramphenicol or 63 different brands of phenobarbi- 
tone in Nepal;7 or one of the 1450 products containing vitamin 
B12 in Brazil 3 it has to find some way of making sure that it is its 
brand that is prescribed. The multinationals have been largely 
successful in getting doctors to prescribe by brand names. In some 
circumstances 30% to 80% of drugs are prescribed generically,” 
but many times 75% to 90% of prescriptions use trade names. '” 


If low-cost generic products were used in Third World coun- 
tries instead of expensive brand name products then these coun- 
tries could cut their drug costs considerably. "| For instance, for 
18 commonly used drugs in Thailand the average brand name 
product was 5.4 times more expensive than the generic equivalent. 
Estimates from African countries are that use of generics could 
cut drug budgets by 30%.'2 But, of course, the revenues and 
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profits of the makers of the brand name drugs would suffer. 
Therefore, according to the Hathi Commission in India, the mul- 
tinational companies train their detailers to emphasize that their 
products have "something plus" over products with identical com- 
position marketed by Indian units and that the edge in their quality 
was the outcome of their superior expertise and international 
standing.” 

Tanzanian doctors are encouraged by detailers to use brand 
names and are regaled with terrifying tales of the non-equivalence 
of generic brands.!> An emotionally charged ad from Squibb 
entitled "The Priceless Ingredient" which appeared in the Bangla- 
desh Prescriber’s Guide 79 aimed to impress upon doctors the 
superiority of Squibb products and, by implication, the notion that 
it would be unwise for doctors to prescribe anything but drugs 
marketed by a big name manufacturer.” While it is undoubtedly 
true that there have been problems with the quality of drugs from 
some generic manufacturers, the same can also be said for prod- 
ucts from some of the largest multinationals. 

In at least a couple of countries the campaign against generics 
has worked. A British pharmacist in Nigeria found that doctors 
were sceptical of his comments in favour of cheap, well-estab- 
lished, unbranded drugs.” Even after the Nigerian government 
started to encourage the use of generic names under its essential 
drugs programme, doctors continued to prescribe brand name 
preparations of analgesics and antidiarrhoeal agents. Doctors 
apparently were being effectively deceived by the promotional 
efforts of the companies and regarded the generic products as 
somehow different from the brand name ones.'* One of the main 
reasons Indian cardiologists gave for prescribing the cardiac drug 
digoxin by brand name was lack of faith in generic manufacturers, 
although brand prescribing for this drug in India does not neces- 
sarily assure the quality of the product.!° Brazilian doctors tend 
only to prescribe Tylenol instead of generic paracetamol. When 
pharmacies run out of Tylenol many patients refuse to accept any 
other brand. The result has been the development of a black 
market in Tylenol. In April 1993 the Brazilian government ap- 
proved a generics law, but drug companies managed to obtain a 
provisional suspension of the law and the issue is no longer 
discussed. '° 

The consequences of brand name promotion are obvious: the 
cost of drugs is driven up because of the cost of promotion; there 
is a proliferation of identical, or nearly identical, brand name 
drugs; and low cost generics are not used. 
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THE BATTLE AGAINST GENERIC NAMES AND GENERIC 
PRESCRIBING CONTINUES 


Although some of the information in the last section dates 
from the 1980s, the multinational pharmaceutical industry still 
continues to wage a war on generic prescribing. A 1994 editorial 
in the IFPMA magazine Health Horizons makes a spurious link 
between the promotion of generic prescribing in industrialised 
countries and the the lack of access to generics in poorer countries: 
"It would appear that the use of generics may have been exces- 
sively encouraged in the rich, industrialised markets to the ulti- 
mate disadvantage of themselves and the poorer countries as 
research and development is inhibited . . . If the advance of generic 
usage in the rich countries can be slowed down it may be possible 
to facilitate the availability of high quality generics at realistic 
prices in the poorer countries." 

While the IFPMA seems willing to concede the use of generics 
in Third World countries, the use of generic names on labels still 
raises the ire of the multinational industry. At the beginning of 
1994, Thailand published draft legislation on generic labelling as 
part of the process to implement a national drug policy. The draft 
law called for the generic name of all the drugs to appear in all 
labelling, packaging and advertising and to be at least one fifth the 
size of the brand name. 

In making this move Thailand was following through on a 
resolution approved at the 46th World Health Assembly which 
requested all member states to "enact rules or regulations . . . to 
ensure that international nonproprietary names (or the equivalent 
nationally approved generic names) . . . are always displayed 
prominently".'® The Thai proposals were less strict than the 
generic labelling regulations in Canada, the United States and 
many European countries. The World Health Organization’s 
Ethical Criteria for Medicinal Drug Promotion also emphasizes 
the use of generic names in all promotional materials. Dr. Stuart 
Nightingale, Associate Commissioner for Health Affairs at the US 
Food and Drug Administration, says that "the US Government 
strongly supports the ethical criteria for medicinal drug promo- 
tion." Nevertheless, the United States Pharmaceutical Manu- 
facturers Association complained to the US Trade Representative 
that this legislation would represent a significant non-tariff barrier 
to US-based pharmaceutical companies and could infringe the 
GATT (General Agreement on Tariffs and Trade) agreement on 
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trade-related aspects of intellectual property ri ghts.7” The director 
general of the European Federation of Pharmaceutical Industries’ 
Associations (EFPIA) , Nelly Baudrihaye, wrote to the Thai 
Minister of Public Health making similar claims about trade mark 
infringement and asking for the law "not to be announced pub- 
licly" and "to be radically revised".”! EFPIA’s position was that 
the law should only apply to over-the-counter (OTC) medications. 

The Thai government appears to have accepted this compro- 
mise. When the new generic labelling requirements come into 
effect in early 1995 they will only cover OTC drugs. This com- 
promise still does not seem to be enough for US-based companies. 
According to an executive of one company the "great fear" is that 
this move could lead to "enforced generic prescribing which could 
result in a trend to dispense the cheapest available generic" and, 
of course, lower profits for the multinational companies marketing 
the branded versions of the drugs. 
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Dangerous drugs 
and irrational 
combination 


he issue of drug promotion in the Third World 
cannot be separated from the products that pharmaceutical com- 
panies choose to sell in those countries. Simply put, if irrational 
combinations or drugs with ingredients that are of no scientific 
value are being sold, then any promotional claims for these prod- 
ucts must be worthless. Over the past decade numerous authors 
have documented the fact that the Third World ts flooded with this 
type of product. 


MULTIVITAMINS 


In Nepal, 733 of the 2,000 odd medicines marketed in 1980 
were expensive multivitamin tonics.- Health Action International 
(HAI), a coalition of some 150 consumer, health, development 
action and other public interest groups, analyzed the availability 
of vitamin preparations in 1985 in Indonesia, India, the Middle 
East, Africa and the Caribbean. Out ofa total of 888 products over 
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When you have a cut or wound, the last thing you need is an infection. 
: An infection keeps your cut from healing quickly. An infected cut can lead 
to a bigger wound. The kind that leaves a scar long after the wound has heale 
Tay ee ee 


To prevent infections that could make ' 
skin troubles worse. _ Ly 


Promoting misuse of antibiotics: 
Tetracycline is NOT recommended for 
local application on cuts and wounds. 
Polymixin is useful for gram-negative 
bacteria only; most skin infections are 
gram-positive. Company: Pfizer 


Source: Eds. Chetley A and 
Mintzes B. “Promoting health or 
pushing drugs?”, Health Action 
International, 1992 


75% were classified as "not recommended" on the basis that they 


contained non-essential ingredients, they were irrational formula- 


“Baa... Baa... 
black sheep... 
have you any 


tions, or they contained excessive dosages.” Festavital from 
Hoechst is one example of the irrational vitamin mixtures mar- 
keted. Festavital contains digestive enzymes, dried ox bile, vita- 
mins B1, B2, B6, some other vitamins of the B-group, vitamins C 
and E, methionine, hesperidin and some trace elements. In Third 
World countries it is promoted for "overstrain, pregnancy, lacta- 
tion."° Another equally irrational vitamin complex is sold by E. 
Merck in Bangladesh for use in neuritis, neuralgia and diabetic 


5, Gand 
neuropathy among other conditions. 


COUGH/COLD 
REMEDIES 


This child’s song was interrupted by a cough. 

The marketing of cough/cold remedies is no better than that 
of vitamin preparations. HAI examined the contents of 2,198 of 
these products which were available in 12 Third World countries 
or regions during 1987-88. Over 50% contained potentially harm- 
ful ingredients and 86% had ineffective ingredients.” In 1987, 


nnn sean neem een n nen 


: SODIUM CITRATE 
: AMMONIUM CHLORIDE 
i EXTRACT CASCARA 


Citrex helps siop cough that stops kids. 
Citrex has a powerfuiexpectorantformula = >. 
that gives lacls yrenter creathing comfort 
and relief from cough... moming and 


Boehringer Ingelheim introduced paediatric drops of its mu- 


night. And its pleasant taste makes Citrex Citrex Expectorant helps 
a lot easier for your kids ‘a take. They get Bias : . “4° . 
bets... FASTER. So they get back to stop kid’s cough colytic, Mucosalvan, into the Philippines. Most expert pharma- 


their activities . . SOONER. j 
heir activities $0 cough won't stop kids. 


Also available Citrex Plus for Adults 


cologists agree that there is no evidence that mucolytics are any 


Advertisment by Abbott, Philippine Daily Inquirer, more effective in relieving coughs than a placebo.° 
Feb 6 1992, for an expectorant - “an expensive myth” 


Source: Chetley A. “Problem Drugs", 1993 
COMBINATION 


ANTIBIOTIC PRODUCTS 


A 1978 survey of seven Central American countries found a 
proliferation of combination antibiotic drugs. Like nearly all 
combination products, antibiotic combinations present major 
problems: 

a) they are often irrational combinations; 

b) they tend to be used in a "shotgun" approach for a wide 

variety of problems on the dubious assumption that one of the 

ingredients will be helpful for the problem; 

c) the active ingredients are combined in fixed amounts mak- 

ing it impossible to adjust the amount of one drug without also 

changing the amounts of the other ingredients. Therefore, 
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patients may get enough of one ingredient but too much or too 

little of the other ingredients. 

Over 40% of the products were combinations of two or more 
antibiotics, antibiotics and enzymes and/or kaolin-pectin, antibi- 
otics and expectorants and/or cough suppressants, and antibiotics 
and analgesics. Leodal produced by the Danish company Leo 
contained dihydrostreptomycin, sulfaguanidine, sulfadiazine, sul- 
fadimidine, sulfamerazine, kaolin and pectin and was advertised 
for the treatment of a wide variety of gastrointestinal disorders.’ 
The 1986 Brazilian market had 532 antibiotic drugs of which 
almost 75% were combination products.® In North Yemen, the 
Swiss company Rivopharm marketed Rivomycin Strepto, a com- 
bination of chloramphenicol and dihydrostreptomycin, without 
mentioning that chloramphenicol can cause life-threatening toxic 
effects.“ 


ANTIDIARRHOEALS 


A 1980 survey of antidiarrhoeals found that 85% of those 
listed in MIMS-A frica were "undesirable"; 80% in the Caribbean; 
87% in the Middle East; 73% in the Philippines; 74% in Malaysia 
and Singapore and 79% in Indonesia.” Five years later the situ- 
ation was just as bad. Of 180 antidiarrhoeal drugs sold in India, 
Indonesia, the Middle East, Africa and the Caribbean almost 90% 
were of "no value." A 1988-89 survey of 464 antidiarrhoeal 
products in 12 Third World countries and regions revealed that 
224 (48.3%) contained antimicrobial drugs.” 
World Health Organization antibiotics should be used only for 


According to the 


with a tuminal drug 

dohydroxyquinoline: 
‘Choice, Macesil W. The Ov 
ompany. 1982. 387. 


(Diiodohydroxy : Metronidazole} . 

The power - packed combination 
that fights amebiasis and 
prevents relapse 
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The WHO recommends metronidazole as the 
drug of choice for amoebic dysentery and 
giardiasis with dehydroemetine 
hydrochloride as an alternative for severe 
amoebic dystentery and quinacrine, an 
alternative for giardiasis. Often these drugs 
are combined with products such as kaolin, 
pectin, hydroxyquinolines, attapulgite, 
bismuth or other microbials. 


This is a clear example of a “marketing 
decision” rather than a public health decision 
leading to the irrational use of antibiotics or 
antimicrobial drugs. 


Source: Chetley A. “Problem Drugs," 1993 


dysentery and suspected cholera. In diarrhoea of any other etiol- 
ogy antibiotics are of no practical value and should not be given. 
Despite this recommendation Pakistan wastes about US$150 mil- 


lion a year on antidiarrhoeals. 


EXPORTS OF USELESS AND 
DANGEROUS DRUGS 


In the mid 1980s, the German consumer group BUKO sur- 
veyed 127 products marketed by Schering AG in Africa, Asia and 
Latin America and revealed that 37% were considered either 
superfluous or dangerous by an independent committee of ex- 
perts.!7 BUKO also examined 165 products sold by Hoechst in 
Africa, Brazil, Central America, Colombia, India, Mexico and the 
Philippines. Only 31% of the drugs had active ingredients whose 
therapeutic value could be assessed as positive without restric- 
tions; 21% were useful only in high risk situations or in a very 
restricted range of applications and the remaining 48% were either 
superfluous or hazardous. 

E. Merck was the focus of a 1992 campaign by BUKO because 
of its continuing marketing of large numbers of products which 
"have no place in medically based drug therapy."!° In 1992, the 
company was selling 34 different products in Brazil, all of which 
were not on the WHO Essential Drugs List and only six of the 34 
were even medically rational. In Columbia, which has a some- 
what stricter approval process, E. Merck marketed 15 rational 
products, including five essential drugs, and 27 irrational prod- 
ucts.!4 

In 1989, BUKO and HAI published one of the most extensive 
examinations of products marketed in the Third World. Two HAI 
activists analyzed the drug compendia from English and French 
speaking Africa, Brazil, Colombia, Mexico, Central American 
and Middle Eastern countries, Pakistan, India and the Philippines 
for products sold by German and Swiss based companies. Sixty 
percent of 1273 German drugs and 48% of those from Swiss 
companies were inappropriate according to clinicopharmacologi- 
cal criteria. Four hundred and thirty nine (34%) of the German 
made drugs were irrational combinations and 28% of the Swiss 
drugs fell into that category.!° 

German and Swiss based companies are no worse than other 
European companies. Drugs marketed in six major regions of the 
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Third World - Mexico, Brazil, French and English-speaking Af- 
rica, the Middle East and India - by the 20 largest European 
pharmaceutical companies were categorized as essential or non- 
essential based on the 1988 WHO Model List of Essential Drugs. 
Out of a total of 3021 drugs, only 482 or 16% were essential or 
equivalent to an essential drug. The proportion for each company 
ranged from a low of 5.4% to a high of 39%. (See Table 3 at end 
of chapter) Over 40% of the 2539 non-essential drugs were 
combinations of two or more active ingredients as compared to 
only 9.5% of the essential drugs. sn 


17, p.76 Es 
P-’® quotes one drug company official as to the 


Silverman 
reason for the popularity of combination drugs: "Don’t knock 
those combinations. They make very large profits. They sell, so 
they can’t be all bad". 

Drugs banned in one or more countries in the European 
Community (EC) continue to be exported to Third World coun- 
tries, in many cases by companies based in the EC. A publication 
from the Dutch development and health group WEMOS identified 
47 such products including analgesics, antibacterials, barbiturates 
in combination, strychnine in combination and high dose E/P 
drugs.!®!? 

Because Third World countries are industrially underdevel- 
oped, most of them are unable to supply their pharmaceutical 
needs without a heavy reliance on imports. Recognizing the 
limitations in their ability to control drugs entering their markets, 
representatives of 66 African, Caribbean and Pacific countries 
adopted a resolution on drug exports asking for regulatory meas- 
ures to prevent the export of dangerous, potentially harmful, and 
ineffective pharmaceuticals. They also asked for the Prior In- 
formed Consent (PIC) procedure to be applied to the export of 
products banned, withdrawn or unlicensed in the EC. Under PIC 
these types of products could only be exported if there was a 
specific request for them by a country and only after the country 
asking for them had been given full information on their use in 
Europe. 

The IFPMA position is that it 1s irrelevant to require PIC when 
4 banned or withdrawn product is registered and widely used in 
importing countries. Furthermore, according to IFPMA, PIC has 
been discussed many times and Is "bureaucratically unwork- 
able."2” What the IFPMA was probably more concerned about 
was the lost sales that would come about when companies could 
no longer sell banned or withdrawn drugs to unsuspecting coun- 


tries. 
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ESSENTIAL AND NON-ESSENTIAL DRUGS MANUFACTURED BY THE 20 LARGEST 
EUROPEAN COMPANIES AND CITED IN AT LEAST ONE OF SIX COMPENDIA 


FROM REGIONS IN THE THIRD WORLD 


TABLE 3: 


Akzo group 


Astra 

BASF (Knoll) 
Bayer group 
Beecham group 
Boeh. Ing. gr. 
Ciba Geigy gr. 
Farmit. C. Erba 
Glaxo group 
Hoechst group 
IC] group 

E. Merck 
Nestle (Alcon) 
Roche 
Rhone-P. group 
Sandoz group 
Sanofi group 
Schering 
Solvay group 


Wellcome 


Source: Hartog R. Essential and non-essential drugs marketed by the 20 largest European pharmaceutical companies in developing countries. Soc Sci 
Med 1993;37:897-904. 
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First World / 
Third World: 


INFORMATION 
IN DRUG COMPENDIA 


rug companies also market products of proven 
effectiveness in Third World countries, but like any medicine, they 
are only useful if they are used appropriately"for the right condi- 
tions, at the right doses, for the right length of time and to people 
without any known contraindications. A key element in being 
able to use drugs correctly is getting scientifically valid informa- 
tion about the drugs to the doctors who are going to be prescribing 
them. If doctors are given the wrong information, then they will 


prescribe inappropriately. 


Frequently, the information provided to Third World doctors 
‘s far different and much less accurate than that given to physicians 
‘n industrialized countries. The range of indications for use of the 
drugs is expanded and fewer side effects, warnings and contrain- 
dications are mentioned. This double standard started to come to 
light in the early to mid 1970s through the work of people like 
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Ledogar | and Dunne and colleagues,” but the first systematic 
examination of the problem, and the one which really brought it 
to public attention, was the survey done by Milton Silverman in 
1974. 3,4 He looked at 28 different drugs, from seven major drug 
categories, marketed by 23 multinational corporations based in the 
US and Europe, and compared the information on them in the US 
Physicians Desk Reference (PDR) with the information given in 
commercial drug compendia in 12 Latin American countries. He 
found that in nearly all of the products investigated the differences 
in the promotional or labelling material were striking. In Latin 
America, the listed indications were far more numerous than in 
the US, while the hazards were minimized, glossed over, or totally 
ignored. In some cases, only trivial side effects were described, 
but potentially lethal hazards were not mentioned. Furthermore, 
there were substantial differences within the Latin American 
countries. From country to country, the information given about 
individual drugs varied enormously. 

The IFPMA claimed that companies responded quickly to 
Silverman’s findings and took steps to revise their marketing. 
Within a short time, companies that had come under criticism 
applied a worldwide policy of consistency in making claims of 
efficacy and in disclosing side effects. According to the IFPMA, 
subsequent monitoring seldom showed claims to have been over- 
stated or side effects to have been omitted in any market they 
served.” 

The results of Silverman’s second survey in 1980 showed how 
hollow the IFPMA claim was.’ This time Silverman covered 
more than 34 drug entities or fixed combinations marketed as 515 
products by 149 companies in seven countries in Latin America, 
a dozen or so of the countries that comprise West, Central and East 
Africa and four Asian nations - Indonesia, Malaysia, Singapore 
and the Philippines. While some companies such as Lilly, Merck 
Sharp and Dohme (MSD, an American company, not to be con- 
fused with E. Merck), Smith Kline & French and Syntex were 
telling physicians essentially the same things worldwide, for the 
most part, the material presented to physicians in Third World 
countries was marked by gross exaggerations of product effective- 
ness and minimized or completely omitted potential hazards. The 
survey was also extended beyond multinational companies and 
covered domestic companies, generic firms and those based in 
Eastern Europe. (About one half the companies were engaged in 
multinational operations.) There was no substantial difference in 
terms of the adequacy and accuracy of promotion among any of 
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the categories of companies and there was little evidence to 
support industry claims that the discrepancies in promotion re- 
flected the different policies of various drug regulatory agencies. 

Silverman and his colleagues 8 conducted a third survey in 
1984 using the same technique of comparing information in the 
PDR with that in commercial compendia in Third World coun- 
tries. The study was further expanded to include 63 drug entities 
or fixed combinations marketed as 1069 different products by 303 
drug companies, one fifth of which were multinationals. The 
countries included were 15 nations in Central Africa, India, Ma- 
laysia, Singapore, Indonesia, the Philippines, Thailand, Mexico 
and the six countries of Central America. This time the authors 
noted "striking changes." Many of the pharmaceutical firms were 
showing more restraint in limiting their claims in the Third World 
to those which could be supported by scientific evidence, and the 
companies were far more willing to disclose serious hazards. 
Although the data indicated that most cases of irrational promotion 
involved domestic firms in the Third World (60%) a substantial 
proportion (40%) was still from 
multinationals. Moreover, glar- 
ing differences persisted in what 
companies said from one Third 
World country to another. 

At about the same time that 
Silverman and his colleagues 
were doing their third survey, two 
other groups were also compar- 
ing information given in the PDR 
with that in Third World compen- 
dia. The conclusions that they 
reached were no different: the 
information in Third World com- 
pendia was inferior to that in the 
PDR in almost all respects.” uy 

The fourth survey in the se- 
ries by Silverman was based on 
material provided to doctors in 
1987. The findings indicate that 
most multinational firms are in- 
creasingly willing to restrict 
claims of efficacy for their products to the scientifically justifiable 
and to disclose the major hazards of their products. Testimonials 
from physicians were no longer in vogue. || Unfortunately, do- 
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This ad which appeared in 
Médicine d’ Afrique Noire 38, 
Aug/Sep 1991, is a clear 
example of unethical 
marketing tactics used by a 
drug company. 


Roussel promotes this 
antibiotic in francophone 
Africa for much wider 
indications than those 
recommended in France. 


Source: Eds. Chetley A. and 
Mintzes B. “Promoting health 
or pushing drugs?”, Health 
Action International, 1992 


mestic firms had not changed their policies and practices with 


respect to drug promotion and labelling since the previous survey. 


ADVERTISING AND OTHER INFORMATION 
SUPPLIED TO DOCTORS 


Lee and associates E point out that while material in commer- 
cial compendia seems to be becoming more consistent between 
the developed and Third World countries, advertising through 
other methods may be little altered. Studies spanning more than 
a decade, from 1979 to 1991, have consistently shown that ads in 
Third World medical journals systematically leave out key pieces 
of information. 

The content of all advertisements for drug products in the eight 
issues of the Ceylon Medical Journal which appeared in 1985-6 
was recorded. Out of 111 ads 21% did not have the generic name 
of the drug and often, when the generic name was present, it was 
in very small type and in some instances barely legible. Although 
94% contained information about indications, less than 25% had 
information about adverse effects and contraindications. Only 
16% had what the authors considered to be the minimum scientific 
information that should appear in an ad: generic name, indica- 
tions, dose, adverse effects and contraindications. % 

During a six month period in 1979 all advertisements deliv- 
ered to four internists in the city of Pelotas, Brazil were collected 
and examined. There were over 350 pieces ranging from full 
reports of clinical trials to unsubstantiated claims without any 
references. Many of the pieces employed faulty experimental 
design, analysis and presentation of results in order to impress 
upon doctors the quality of the drugs being advertised. The author 
did not feel that these methodological fallacies were the result of 
incompetence since he could not find a single example of a fallacy 
which would have made the advertised product seem worse than 
it was.!* 

For a one year period from mid 1987 to mid 1988, an interna- 
tional group lead by Andrew Herxheimer of the UK examined ads 
in leading medical journals in 10 European countries and eight 
developing countries from around the world, !> Altogether the 
group looked at 5711 ads from 283 separate issues of 14 medical 
journals in the European countries and 1199 ads from 80 separate 
issues of nine medical journals in the developing countries. AI- 
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TABLE 4: CONTENTS OF ADS IN MEDICAL 
JOURNALS IN DEVELOPED AND THIRD 
WORLD COUNTRIES 


| 
. 
SS SSS 

— 


WS SSCs 
ASS SO oo 


Indications ao 7 
Contraindications 61 28 
Ce ..LhLhLL.rrrtrt—“—=™w™C*iC 


*Denmark, Finland, France, Ireland, Italy, Norway, Spain, Sweden, 
Switzerland, United Kingdom 


**Brazil, Indonesia, Nepal, Pakistan, Sri Lanka, Tanzania, Turkey, 
Zimbabwe c 


Adapted from: Herxheimer A, Lundborg CS, Westerholm B. 
Advertisements for medicines in leading medical journals in 18 
countries: a 12-month survey of information content and standards. 
Int J Hith Serv 1993;23:161-72 


though indications were present with equal frequency in both sets 
of ads - 89% in European ads and 87% in developing country ads 
- there were marked discrepancies when it came to contraindica- 
tions, warnings and side effects. Information on these topics was 
present in over half of all the European ads, but in less than 30% 
of developing country ads (Table 4). 

Finally, ads in a leading Turkish medical journal were moni- 
tored in 1990 and 1991 to evaluate the effect of a 1990 regulation 
on the promotion of pharmaceuticals which required all ads to 
have information on the commercial and generic name of the drug, 
dosage forms, indications, side effects, interactions, contraindica- 
tions, warnings, legal category of the drug and prices. '° While 
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there were substantial improvements over the one year period only 
60% of ads had information on adverse effects, 57% on contrain- 
dications and 51% on warnings and precautions. 

None of these surveys tried to distinguish between ads placed 
by domestic and multinational companies so it is impossible to 
know where the primary responsibility lies in these cases. How- 
ever, another group of studies have clearly demonstrated that the 
multinational companies cannot claim to be innocent with regard 
to the quality of information that they include in ads and other 
drug-related literature. 

Four studies have compared information that US based mul- 
tinationals provided in the PDR with information in printed 
promotional material distributed in the Third World. In Nigeria 
‘t was found that information in product package inserts listed 
more indications and mentioned fewer hazards.'’ A panel con- 
vened by the US Office of Technology Assessment (OTA) e 
examined prescribing information, package inserts, printed mate- 
rial provided to health professionals and samples of advertising in 
Brazil and Panama from 85 products. The adequacy of the label- 
ling information was not questioned for about 10 products; for 
about 20, the questions were considered relatively minor; and for 
10, the questions were considered serious. For the 45 remaining 
drugs, the questions were intermediate between minor and serious. 
At the request of the OTA, the Drug Study Group of Thailand, a 
consumer and development group with a special interest in phar- 
maceutical use in the community, analyzed the information in 
package inserts from 26 products. Twenty drugs had a wider set 
of indications in the Thai literature than in the PDR . Fourteen 
had fewer warnings, 12 had a lower number of contraindications 
and five listed fewer adverse reactions and side effects.'”7" A 
second report from the OTA, released in 1993, was equally 
depressing in its findings. Of 241 drugs sampled in Brazil, Kenya, 
Panama and Thailand, two-thirds failed to provide the labelling 
information a physician needs to use the drugs safely and effec- 
tively. On a scale from 0 (no problems) to 3 (most serious 
problems), half were rated 2 or 3. Reliance on this labelling 
information alone could lead to serious or life-threatening medical 
problems or, at best, ineffective treatment.” ! 

Critics of the latest OTA study such as Gerald Mossinghoff of 
the.US Pharmaceutical Manufacturers Association claim that one 
of the major reasons for the discrepancy in the labelling is that US 
labels are a function of the litigious nature of American society.7” 
According to this line of reasoning companies are forced to 
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include copious amounts of basically irrelevant material in US 
labelling in order to avoid being sued and to comply with the 
excessively legalistic nature of US legislation. 

This argument fails on one simple fact: similar gaps in infor- 
mation have been documented when advertisements from other 
industrialized countries have been examined. 

The French group, PIMED, conducted a comparable survey 
to the one done by the OTA.”> Information in 141 advertisements 
in six medical and paramedical journals in francophone Africa was 
analyzed and compared to information in the monographs publish- 
ed in the 1990 edition of Dictionnaire Vidal, the reference standard 
in France. Almost 60% of the ads contained inaccurate informa- 
tion on indications, side effects or contraindications. In over one 
quarter of the ads, side effects were not even mentioned and 
contraindications were absent from more than 20% of the ads. 
Another French group, Freres des Hommes, did a similar survey 
of five "continuing education" journals with wide circulation in 
francophone Africa and came up with results almost identical to 
those in the PIMED study.” 

Finally, a Dutch study released in 1994 produced results 
strikingly similar to those found in the OTA and French surveys. 
Out of 161 drugs that could be assessed, 42% were considered 
problem drugs by the criteria of the report: 12.2% omitted impor- 
tant contraindications, while almost 10% left out warnings about 
serious interactions or side effects. The authors also noted that 
because smaller producers and wholesalers did not respond to their 
questionnaire, the problems they identified with regard to product 
information could be considerably underrated.”> 
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rug promotion in Third World countries is not 


confined to health professionals; consumers are also heavily tar- 
geted. The former president of the Drug Association of the 
Philippines, which represents subsidiaries of multinationals, esti- 


An example of 


advertising 
directed at the rei bo Unb ea etoa on: 
consumer. he Aaty weanerenening 
phase, certain questions are re- 
peatedly asked. Does the sub- 
In the USA, ede shack? Gadd h caine Gon 
direct-to- Campinas ite ome 
co n S U mM e [ la devote vast sums of 
advertising meiry wine Hacc the 
increased from oar tnt Cue, Corea hs 
about $20 inst coats wiatcius hin gun 
million in 1987 pati 


to $90 million in 
1990. 


= 


4 
Source: 
SCRIP No. 1558 Peet Ae 
17 Oct. 1990 lf you would like to receive more 
19 ais. Pine Wenmine, Rene 
Pg ail (KV), W-5090 Leverkusen fig 
= Medicines must be effective. RMT A Saal 
_ “5... | Our.responsibility is to minimise Bayer ef 


the side-effects. 
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DON'T HOLD 


Diarrhea is a whole 

mess of dirt, impurities, 

and germs in your sys- 

tem. © 

To fight diarrhea, your 

old diarrhea medica- & 


tions temporarily 
stopped your digestive 
functions -- saving you Look for the pure, white pill. 
a trip to the bathroom : 
.. BUT trapping 
diarrhea in. 

Keeping all those impu- 
rities inside your body 


can be dangerous. reas = 232 et 
The safe, modern way SSz= = 
sto puri your sytem STOPS DARRHEA CLEAN! 


Rheaban goes to work 
immediately to get rid 
of diarrhea. So your 
system starts out clean, 
and you get complete 
relief! 


ALES @ . orcervtrg ara other Grageioues nationwide 


This ad appeared in the Philippine Daily Inquirer, 30 Oct. 1991. A 1990 report from the WHO 
does not recommend use of attapulgite for diarrhoea in children. 


mated that advertising expenses for over-the-counter drugs may 
reach 40% of the drugs’ cost.| Mass media promotion in the 
Philippines in March 1987 alone came to P20.6 million (about 
US$1 million) while ads for medicines and other health products 
account for about 10% of total revenues in the Philippine print 


media.” 


AGGRESSIVE 
MARKETING 


Consumers in Latin America are subject to aggressive adver- 
tising campaigns to induce consumption and_ self-medication. 
Drugs are promoted as a way of obtaining happiness, with televi- 
sion ads making the response to drugs appear instantaneous and 


magical. At health and beauty fairs the public is given free 
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This Janssen ad 
appeared in the 
Manilla Bulletin, 

14 Oct. 1991. 

No side effects or 
interactions were 
mentioned. 
Contradictions were 
incomplete. 
Menbendazole should 
not be used in 
children under 2 or 
people with renal or 
liver failure. 


Source: Eds. Chetley 
A. and Mintzes B. 
“Promoting health or 
pushing drugs?’, 
Health Action 
International, 1992 


DANGER: WORMS: 


What you don't know 
about wormscan 
endanger your family's 
health. Find out how 
dangerous worms 

really are ... and the 
best way to stop them. 


7 out of 10 schoolchildren 
have worms. 

Statistics show that worms are as 
common as the common cold. About 
7 out of 10 schoolchildren — even 
those in exclusive schools —- have 
worms. No one, no matter how 
clean, is safe from them! 


Roundworms can penetrate 
the intestines. 

Large roundworms in the intestine 
can cause serious problems when 
there’s too many of them. Because 
of their size and numbers, they can 
tear through the thin walls of the 
intestine. Roundworms can also 
cause appendicitis and gangrene ot 
the small bowel. 


Hookworms suck blood. 


Like roundworms, hookworms grow 
in the small intestine. They bite into 
the wall of the intestine and suck 
blood. Scientists estimate that one 
hookworm sucks as much as 

0.25 mi of blood per day. In serious 
cases, blood transiusion may = 
become necessary. Victims usually 
show signs of anemia. 


Why wait until it's too late? 


Worms do the most damage when 
they are allowed to grow in number. 
So, the wisest thing to do is to stop 
them as early as possible. 


One-dose Antiox: more 
effective against the three 
most common worms than 
the leading brand. 


The three most comraon worms are 
roundworms, hookworms and 
whipworms, These alone intect 
about 2.3 billion persons worldwide 
Medical studies show that One-dose 
Antiox effectively treats all three 

The leading brand is effective only 
against roundworms and hookworms 
— bul nol against whipworms, the 
second most prevalent worm. 


And since 60% of worm infections 
are caused by more than one worm 
— usually involving roundworms, 
hookworms and whipworms — a 
"broad spectrum” medicine like One- 
dose Antiox is recormmended by 
medical experts 


Just one tablet ... one time. 


One more reason doctors prescribe 
One-dose Antiox is its simplicity. 
Just one tablet taken once is 
enough. One tablet is all you need 
regardiess of age or body weight. It 
is chewable and can easily be 
crushed and mixed with food or 
drinks. And there is no need for 
purgatives or dieting betore taking 
the medicine. 


. |Mebendazole 
— Antiox 
Not for use by pregnam 


, women and children 
: below 1 year. 


Available ai ali leading drugstores natonwide 


samples and literature normally reserved for doctors.> One par- 
ticularly popular radio station in the state of Sao Paulo, Brazil 
pours out a stream of pharmaceutical commercials that are heard 
all over Brazil.‘ In 1987 in the slums of Bogota, Colombia there 
was a large ad for an alcohol-containing tonic made by Hoechst.” 

Aggressive marketing to consumers is not confined to Latin 
America. Radio ads in the Philippines almost invariably present 
the products in glowing terms and without any mention of side 
effects.° Searle ran a series of cartoon ads in the Philippines in 
1985 promoting Dramamine, an antihistamine, for women who 
get dizzy after going shopping or doing housework. A 1989 ad 
from Ciba-Geigy claimed its "baby alcohol", Bialcol, as being 
40,000 times more effective than "ordinary alcohol."” At the exit 
from the international airport in Kingston, Jamaica a large bill- 
board promoted a new antihaemorrhoidal drug as "the medicine 
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proven to heal haemorrhoids" although no results of any clinical 
trials had yet been published. Safety was also assured, but, in fact, 
so far few patients anywhere had received the drug.’ 


CLAIMS FOR PRODUCTS THAT 
CANNOT BE SUBSTANTIATED 


The January 31, 1980 issue of the Bangladesh Times had an 
ad from Bristol-Myers’ Bangladesh subsidiary which referred to 
"our life-saving anti-cancer drug ‘CeeNu Capsules’... "| What 
the ad neglected to mention was that the drug is useful in only a 
few specific cancers and does not offer an unfailing cure. After 
an American consumer group and Bangladesh’s embassy in 
Washington complained about the ad, a spokesperson from Bris- 


tol-Myer’s head office said that it was strictly against company 


Melleril provides significantly greater 


* Abstract of Scientific 
Exhibit. 24th Institute on 


Hospital and Community 
Psychiatry. St. Louis. 
Mo. Sept. 24-27, 1972 


policy to advertise in the public media.® However, the company 
did not retract the ad, because it said it did not want to draw further 
attention to the drug. Another ad which appeared in the same 
newspaper in 1980 was for a high-dose oestrogen oral contracep- 
tive pill distributed by Fisons Limited (Bangladesh). Conspicu- 
ously absent from the ad was the possibility of any side effects, 
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eee This 1990 ad in India by Sandoz 


promotes thioridazine, an 
antipsychotic drug, as a substitute for 
diazepam. It recommends the 
treatment of symptoms such as 
“feeling inadequate” and 
“indecisiveness”. 


The British National Formulary 
however recommends this drug for the 
following indications: “schizophrenia 
and other psychoses mania” and short 
term management of psychotic 
episodes or severe anxiety, agitation 
and restlessness. BMA and the Royal 
Pharmaceutical Society of Great 
Britain, British National Formulary, 

_ London, BMA and The Pharmaceutical 
Press, No. 25, Mar 1993, pp149, 154 


Source: Chetley A. “Problem Drugs", 
1993 


such as blood clots, associated with the pill.” The May 3, 1981 
‘ssue of The Illustrated Weekly of India featured an ad for Cal- 
cium-Sandoz. The message in the ad was unambiguous: if you 
do not hurry to start your child on a calcium supplement it may 
soon be "too late. No amount of calcium given later can repair the 
damage."”” P95 promoting Health or Pushing Drugs , a 1992 
publication from HAI gives graphic illustrations of irrational 
promotion to consumers. In the Philippines, Pfizer advertised the 
antidiarrhoeal product Rheaban (attapulgite) under the caption 
"Don’t hold diarrhea ‘n!9 According to a 1990 report from the 
WHO "attapulgite [has] no place in the management of acute 
diarrhoea in children and should not be used." 1,P-66 Janssen’s ad 
in the Manilla Bulletin for Antiox (mebendazole), a drug used to 
treat intestinal worms, contained no information about side effects 
or interactions with other drugs. It did not mention that it should 
not be used in children under two years of age, and the ad 
suggested mixing the drug with food or drinks, although Antiox 


is insoluble in eee 


DOMESTIC COMPANIES 
ARE NO BETTER 


Local companies are just as bad as the multinationals when it 
comes to the quality of mass media advertising. Humana Phar- 
maceuticals promoted the spermicide Speton in the Philippines 
through posters in drug stores and "sex education lectures" by 
"medical experts." The drug was not only marketed as a contra- 
ceptive, but also as a prophylactic against sexually transmitted 
diseases and as a drug for "internal odor." When Humana was 
confronted with its misleading advertisements its response was to 
threaten to file a suit against the government official who initiated 
the complaint.” 


INAPPROPRIATE PROMOTION 
OF CHILDREN’S MEDICATION 
In some countries drugs are promoted through children. In 


Malaysia, students, including those in kindergarten, regularly 
receive samples of ointments, pimple creams and vitamins.'* One 
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NOCTROPIL Jarabe a. 


principio activo: Piracetam 


PROBLEMAS DE MEMORIA 
DIFICULTAD DE APRENDIZAJE 
FALTA DE CONCENTRACION 


A drug which can improve a child's 
grades? Misleading promotion for 
piracetam (Nootropil) by UCB in Peru 
in 1991 


CANSANCIO INTELECTUAL 


RENDIMIENTO DEFICIENTE 


Source: Chetley A. “Problem Drugs", 
1993 


AGITACION - IRRITABILIDAD 


oe 
ee ae 


POSOLOGIA SIMPLE 


REPRESENTANTE 


Piracetam 5 Dosis: 
1 gr. x cuchartta Foo. Jarabe x 60 mi Una 0 dos cucharaditas al dia it © oumica suza s 


NOOTROPIL 


MEJORA LA COMUNICACION NEURONAL 


Filipino mother received a "letter" 


from her son’s school in Quezon 
City. The letter came with a "pre- 
scription" and a starter sample for 
Multi-Sanostol Syrup, a multi-vita- 


min preparation manufactured by 
Byk Gulden, a subsidiary of a Ger- 
man company. The letter to parents, 
although signed by the school phy- 
sician, was obviously prepared by 
the drug company. 

For a seven week period in 1988 
the Citizen’s Alliance for Consumer 
Protection of Korea carried out an 
analysis of advertisements for chil- 
dren’s medicines that appeared 
either on television or in magazines. 
They found numerous examples of 
ads that violated government regu- 
lations. Ads for children’s drugs 
were aired during children’s pro- 
grammes; ads failed to include warnings against the misuse or 
abuse of the medicine; and there were ads where the drugs were 


: ' 14 
described in superlative tones. " Because of these frequent vio- 
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lations, the South Korean Ministry of Health and Social Affairs 
instructed the Korean Pharmaceutical Manufacturers Association 
to set up a monitoring system for drug advertising, and to investi- 
gate carefully whether warnings are included in drug advertise- 
ments.!> Despite the fact that almost 42% of people surveyed said 
that advertisements for pharmaceutical products were unreliable 
- compared to 18% for food advertising and 17% for domestic 
appliances 16 _ direct-to-consumer advertising by South Korean 
companies is a growth industry. In the first quarter of 1991 
spending increased by over 27% compared to the same period in 
1990 and totalled US$72 million.” 


GOVERNMENTS ARE UNABLE 
TO CONTROL PROMOTION 


In Thailand, spending on mass media advertising quadrupled 
between 1983 and 1990 to US$20 million. Two hundred radio 
stations advertise antibiotics and steroids widely, especially in the 
rural areas of the country where government monitoring is weak- 
est.!7 Although advertisements are supposedly monitored by a 
division of the Ministry of Public Health, the Drug Study Group 
has documented numerous violations of the laws governing ad- 
vertising: drug sales and promotion have been occasionally seen 
at provincial festivals and bazaars; radio reporters have mentioned 
"dangerous drugs" on live programmes, although by law this type 
of drug cannot be advertised to the public. Since drugs taken 
orally cannot be advertised to the public, the companies circum- 
vent this regulation by giving the same name to topical and oral 
preparations and stressing the brand name in their promotion and 
using pictures of the oral dosage form. Local celebrities are used 
to promote products and some physicians have used their health 
columns in newspapers to promote the products of companies that 
they have financial arrangements with.!® 
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THE IFPMA CODE OF PHARMACEUTICAL 
MARKETING PRACTICES 


s the 1970s drew to aclose there was mounting 
national and international criticism of the multinational pharma- 
ceutical industry. In 1981 the World Health Assembly(WHA) 
adopted an International Code of Marketing of Breastmilk Substi- 
tutes. It looked as if a pharmaceutical code might be adopted next. 
It was in light of these events that, in 1981, IFPMA introduced its 
Code of Pharmaceutical Marketing Practices! with the humanitar- 
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‘an sounding objective of promoting and supporting aeaiiout 
the pharmaceutical industry . . . ethical principles and practices. 

The IFPMA president Mr. Joseph D. Williams called the Code 
"the visible public declaration of the commitment of industry to 
ensuring that its products are marketed responsibly and on the 


basis of sound scientific information and principles.” 


Harry Schwartz, an aggressive advocate of the industry, put 
some light on why the Code was adopted. According to Schwartz, 
the Code was an attempt to repel "a coming WHO effort to impose 
unacceptable controls over all pharmaceutical commerce in the 
Third World." For Schwartz the question was whether the "code 
will be adequate to defeat the forces against private enterprise 
within WHO."” 

Voluntary codes are notoriously weak. In the early 1970s, the 
National Council of Churches of Christ in the US held a series of 
widely publicized hearings on the impact of advertising on drug 
usage. One of their conclusions was: "The self-regulatory 
mechanisms of the pharmaceutical industry . . . are minimal 
and ineffective. Where advertising codes exist compliance is 
voluntary and unenforced; the responsible parties resist estab- 
lishing sanctions for code violations. The existence of advertising 
codes without enforcement procedures gives the consumer a false 
assurance that drug advertisements are true." (Emphasis in origi- 
nal)’ 


PROBLEMS WITH THE IFPMA CODE 


These deficiencies in the IFPMA Code were the very things 
that HAI drew attention to: there were no provisions for either 
monitoring compliance with the Code or enforcement of its pro- 
visions. HAI also pointed out that the suggested provisions of the 
Code were very general and therefore their significance in practice 
would largely depend on how they were interpreted and by 
whom.” But negative commentary on the Code did not only come 
from critics of the industry. The Swedish Manufacturers Associa- 
tion (LIF), represented in IFPMA, found that "the code is unclear, 
unstructured and does not go far enough." In response to these 
and other criticisms, IFPMA issued a "Supplementary Statement" 
to the Code in March 1982 and over the years the Code has 
undergone a number of modifications. However, there still re- 
main substantial concerns about how effective the Code is in 
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controlling promotional activities in the Third World. To begin 
with, the Code is only applied after the ads have appeared. There 
is NO requirement for preclearance of ads before they are used. 
The Medical Lobby for Appropriate Marketing (MaLAM), an 
organization of over 700 physicians, pharmacists and nurses 
worldwide who are concerned about potentially misleading phar- 
maceutical advertising, has filed over 500 complaints of violations 
of the Code. Even when the complaint was upheld, there were 
often delays of over a year before the final decision was made SO 
that the offending companies may have been able to complete the 
advertising runs as planned before the ads were "withdrawn." 
MaLAM has highlighted "reminder ads" as a marker of poor 
compliance with and a major loop hole in the Code. The reason 
for focussing on this group of ads is because the technical provi- 
sions in the Code relating to reminder ads are the easiest for 
companies to implement and the deficiencies in this type of ad are 
the easiest to detect. (Dr. Peter Mansfield, personal communica- 
tion 1991) According to the Code, ads in this category, which may 
contain promotional "concise statements," only need to give the 
approved names of the drug and indicate that further information 
is available. MaLAM has asked IFPMA for a definition of what 
a "concise statement" is, but so far IFPMA has not answered and 
has approved advertisements as reminders even when they were 
announcing a new drug. Ads which failed to disclose potentially 
fatal adverse effects were approved although the Code says that 
reminders should have a statement if a specific precautionary 
measure is necessary. IFPMA has also rejected complaints about 
reminders where the statement that further information was avail- 
able did not include an address to write to, or where the reminder 
referred readers to information that was incomplete or could only 
be obtained by purchasing the drug.’ IFPMA does not seem to 
consider these breaches of its Code very seriously and comments 
that "the extent to which they constitute any real hazard to the 
patient may be a matter of opinion."® 
Although the Code pledges companies to make sure that 
"information [in the ads] should be based on an up-to-date evalu- 
ation of all the available scientific evidence and should reflect this 
evidence clearly" the Code also provides companies with a con- 
venient loophole. IFPMA has redefined the meaning of the con- 
cept "scientific evidence" with the statement that "where a product 
has been evaluated and registered by an established regulatory 
authority, this will be accepted as adequate scientific evidence." 
Organon used this loophole in the IFPMA Code when it responded 
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to a letter from MaLAM asking Organon for its best evidence to 


support promotion of adrenochrome for "prevention and treatment 


of surgical and non-surgical capillary bleeding." The reply from 
Dr. Vemer, Organon’s Medical Director, avoided the issue of 
scientific evidence because the "indications are endorsed by the 
Bangladeshi health authorities" and "according to our interpreta- 
tion of the IFPMA Code of Marketing Practices acompany which 
has a pharmaceutical product evaluated and registered by an 
established regulatory authority can be considered as having pro- 
vided adequate scientific evidence."” 

It has been well documented that many Third World countries 
do not have the technical expertise or financial resources to 
properly assess a drug and that at times bribes have been the main 
motivation for registering a drug.!° Hoechst has in the past 
offered to provide drug officials with tens of thousands of dollars 
in cash, new cars, and free trips to Europe or America or to "go 
and see the pyramids." | Pel OG According to the WHO only five 
percent of developing countries possess an effective drug regula- 
tory administration. ' 

One final major shortcoming in the Code relates to the 
continuing lack of effective sanctions. IFPMA offers "adverse 
publicity" as the major sanction in assuring compliance with the 
Code, but it has failed to explain how it will obtain such publicity 
against companies found guilty of transgressing the provisions of 
the Code.’ 

An illustrative example of the inherent weaknesses of volun- 
tary codes also concerns Organon. In 1983, WEMOS filed a 
complaint with the special code commission of the Dutch Asso- 
ciation of Pharmaceutical Industries (NEFARMA) about Or- 
ganon’s marketing of anabolic steroids. Organon was promoting 
this group of drugs for malnutrition in children in the Third World 
and package inserts in those countries generally contained more 
indications and fewer contraindications than those in the Nether- 
lands. NEFARMA condemned Organon for these double stand- 
ards in very strong terms. Organon conceded that "it had not 
always taken sufficient care" in its marketing practices, but 
claimed in 1983 that "corrective action had been taken already." 
In order to verify Organon’s claim, in 1986 WEMOS gathered 
product safeguards, package inserts, prescribing guides contain- 
ing information about the products and promotional material such 
as ads and leaflets from 30 countries. In these materials anabolic 
steroids were still being described as "especially meant for chil- 
dren." Package inserts were still not standardized so that a wide 
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variation in indications, constraindications and side effects ex- 
isted. Most importantly, the company had failed to review the 
up-to-date literature on anabolic steroids and continued to promote 
its products for indications in which they were not proven effec- 
tive. All of this was going on three years after the NEFARMA 
verdict against Organon and three years after Organon claimed it 
had taken corrective action. !3 


CALLS TO STRENGTHEN THE IFPMA CODE 


MaLAM has written an open letter to IFPMA outlining 
changes to strengthen the Code 4 and HAT has produced a detailed 
critique of the Code,'> but changes have not been forthcoming. 
Dr. Peter Mansfield, MaLAM secretary, feels that IFPMA’s fail- 
ure to respond to MaLAM means that IFPMA does not have any 
acceptable answers. '© TFPMA maintains that the effectiveness of 
the Code should be measured by the "enormous, positive efforts 
being made by companies and associations to implement and 
operate procedures for monitoring and maintaining marketing 
standards." '7!® But it is not just industry critics who feel that 
there are serious flaws in the Code. An editorial in the British 
Medical Journal called on the industry to "produce more convinc- 
ing arguments to support its thesis that the voluntary code of 


wld There are even voices within the 


practice . . . is working. 
industry calling for more effective measures. Gunter Lewan- 
dowski, head of the Pharma Policy Division of Ciba-Geigy, told 
a conference in Bielefeld, Germany in October 1987 that "I think 
the implementation of the IFPMA Code needs attention. If it was 
implemented in both letter and spirit, it would improve things. If 
it doesn’t work, then no-one can object to stronger policies." 
Perhaps some of those voices are being heard. At the 1994 
World Pharmaceuticals Conference, Syntex chair and CEO Paul 
Freiman told the conference that attacks by consumer activists 
may be shrill and predictable at times, but they are usually based 
on reality. He argued that industry needs a "code with teeth" and 
that he was chairing an IFPMA group to revise the industry’s code 
in that direction.-? The new IFPMA Code was adopted at the 
Federation’s annual meeting at the end of August 1994.7! The 
IFPMA hailed the revisions as "an important development from 
the original Code"”? and claimed that "the Revised Code will work 
even better and in a more precise way which will be of especial 


help in the developing countries."”° 
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The revisions do offer some progressive changes that need to 
be applauded. The section on detailers is three times as long as 
the one in the previous Code and one provision makes it clear that 
companies have to assume responsibility for whatever detailers 
say or do. Remuneration of detailers is also covered and the Code 
states that remuneration should not be such that it encourages them 
to "adversely influence" prescribers. The section on symposia, 
congresses and other means of verbal communication has been 
significantly strengthened. A paragraph sets out in clear detail 
what must be done if the industry is involved in the sponsorship 
of meetings. There is a totally new section on hospitality and 
promotional items which deals with the day-to-day provision of 
hospitality, with small gifts and with the provision of educational 
materials or texts. 

However, despite these changes the Code retains many of the 
deficiencies of the old one. Most importantly, it still contains no 
effective sanctions beyond adverse publicity for companies that 
are found guilty of violating the Code and it still gives precedence 
to national laws which, as we have seen, in some Third World 
countries may be weaker than the Code. The Code requires 
companies to make available to healthcare providers scientific 
data to support the claims and recommendations for use of a drug, 
but this requirement is void if a drug has been approved for an 
indication by a national regulatory authority. Therefore, should a 
drug be approved for indications for which there is little, if any, 
scientific evidence the company never has to justify those uses to 
prescribers. 

IFPMA will enforce the Code through a complaints mecha- 
nism rather than through proactive monitoring for compliance. 
IFPMA argues that it "has no capacity to monitor the promotion 
of medicines on a global scale and has therefore opted for" using 
a system of complaints.”° While the first part of this statement is 
true, the IFPMA could have mandated in its Code that member 
companies and national federations had to take responsibility for 
proactive monitoring. Therefore, it is difficult to see how the 
IFPMA can make the claim that its Code has an "important role 
in encouraging the implementation and monitoring of improved 
standards for marketing practices in order to prevent the errors 


which lead to breaches of the Code."!>P-?>- (Emphasis tn original) 
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THE WHO ETHICAL CRITERIA FOR 
MEDICINAL DRUG PROMOTION 


Although WHO established the "Ethical and Scientific Crite- 
ria for Pharmaceutical Advertising" in 1968, the work of people 
such as Ledogar “4 and Silverman ~> in the mid 1970s made it 
clear that there was one set of promotional standards for the 
developed world and a different set for the Third World. This 
issue was extensively debated at the 1978 meeting of the World 
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1992 poster promoting the 
contraceptive Norplant 
(levonorgestrel implants) in 
Zimbabwe. 


No room left for surprises? The 
long-term risks of this hormonal 
contraceptive to users - or to 
babies - exposed during 
breastfeeding - are unknown. 


Source: Chetley A. “Problem 
Drugs", 1993 


Health Assembly (WHA). The WHA, which meets annually, has 
all the member countries in the WHO and is 
the governing authority for the WHO. The WHA requested the 
Director-General of WHO to develop a code of pharmaceutical 
marketing practices. A long and tortuous ancien in 
detail by Chetley in his book A Healthy Business ,~ did eventu- 
ally result in the revised "Ethical Criteria for Medicinal Drug 
Promotion" being approved by the 41st WHA in 1988. The 
revised ethical criteria constitute general principles for ethical 
standards in drug promotion and advertising, regarding medical 
representatives, free samples, symposia, post-marketing studies, 
packaging and labelling and information for patients. Of particu- 
lar note is the additional suggestion that countries without a 
well-developed regulatory agency that approves labelling should 
be provided with "information consistent with that approved by 
the drug regulatory authority of the country from which the drug 


is imported or other reliable sources of information with similar 
n27, p.7 


representatives from 


content. However, the revised ethical criteria are general 


principles only and have no legal force. 


IS ANYBODY USING THE WHO ETHICAL CRITERIA? 


The WHO Director-General was asked to report back to the 
1992 WHA on the implementation of the Ethical Criteria by 
member states. In a letter dated 27 September 1990, Dr. M. ten 
Ham, Senior Scientist, Pharmaceuticals, wrote to the information 
officers of all drug regulatory agencies asking for "information 
from you on the action taken by your country in this regard, if 
possible by 31 December 1990.". WHO have not revealed the 
number of replies they received, but it is understood that only a 
few countries responded. Prompted by concern about this poor 
response, Drs. Ken Harvey and Daisy Carandang of Australia 
compiled a questionnaire on behalf of HAI and undertook a pilot 
study to explore the implementation of the Ethical Criteria.7° 
Data was received and analyzed from 31 countries - 20 developing 
and 11 developed. The overall conclusions of the study were that 
the Ethical Criteria have made minimal impact to the standard of 
promotional practice worldwide; that few countries have ade- 
quately addressed the call to "monitor and enforce" the implemen- 
tation of measures to ensure that medicinal drug promotion sup- 
ported the rational use of drugs; and that the standards in devel- 
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oping countries still lag greatly behind those in developed coun- 
tries. 


MORE DEBATE ABOUT THE WHO ETHICAL 
CRITERIA - THE CIOMS MEETING AND THE 47TH 
WORLD HEALTH ASSEMBLY 


The debate on the Ethical Criteria reached the 45th World 
Health Assembly in May 1992. After intense lobbying on the part 
of HAI and the pharmaceutical industry, a compromise was 
reached to convene a meeting under the Council for International 
Organisations of Medical Sciences (CIOMS) in collaboration with 
WHO to discuss the entire issue.*” 

The lead up to the CIOMS meeting in April 1993 was also not 
without controversy. In the initial list of participants there was 
virtually no participation from developing countries and no con- 
sultation with consumers about who should represent their inter- 
ests at this meeting. On-the-other-hand, representation from in- 
dustrialized countries was disproportionately high and a large 
number of industry representatives were invited. HAI and the 
International Organization of Consumers Unions (IOCU) pro- 
tested about this biased list and as a result of their interventions as 
well as those from several of the major bilateral donor countries, 
IOCU was asked to nominate an additional six participants to 
represent consumer interests. Several non-consumer participants 
from developing countries were also added to the list. The pre- 
liminary agenda and background papers were also a source of 
concern to HAI as they addressed a broad range of issues and did 
not encourage a clear focus on drug promotion itself and how to 
control it. 

The meeting itself was low key and there was no time to really 
examine any details of the problem of unethical promotion and its 
consequences and participants were specifically asked not to 
mention companies or brand names in any contributions that they 
made. There was an underlying acceptance by all participants that 
there was a problem which needed addressing, but a reluctance to 
analyze the problem in any depth. 

The report of the CIOMS meeting contained a series of rec- 
ommendations around three topics - 

(i) education and communication, 
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(ii) studies in relation to the ethical criteria and drug regulation 
and promotion and 
(iii) national policies and actions - that could create a practical 
framework for the implementation of the WHO Ethical Crite- 
ria. Specifically, the report recommended that WHO: 

e monitor the implementation of the Ethical Criteria; 


e develop performance indicators; 

e consider remedial measures if promotion is not adequately 

controlled; 

e periodically review the Ethical Criteria; 

e initiate relevant studies; 

e develop a framework for capacity building at a national 

level; 

e develop and disseminate educational materials on the Ethi- 

cal Criteria.” 

While the CIOMS report seemed to signal a positive direction 
in moving the Ethical Criteria forward, that movement seemed to 
stall at the Executive Board (EB) of the WHO. At the EB meeting 
of January 17-26, the Director General, Dr. Hiroshi Nakajima, 
presented a report which only invited delegates to the forthcoming 
WHA meeting to "note the progress in advancing the principles 
and improving the implementation" of the Ethical Criteria, with 
attention drawn to the recommendations of the CIOMS report. No 
resolution was proposed. As HAI pointed out, it was unclear how 
progress could be noted when unethical promotion remained 
common and controls inadequate in most of the world?! "Draw- 
ing attention" to a series of recommendations without taking any 
steps to put them into action would do nothing to alleviate the 
situation. 

Furthermore, the introductory pages of Dr. Nakajima’s report 
contained a number of worrying assumptions and statements 
which were not reflective of the discussions during the CIOMS 
meeting. According to Dr. Nakajima all interested parties ac- 
cepted the validity of the Ethical Criteria, while in fact what all 
parties had done was recognize that the Ethical Criteria could be 
a useful tool in improving standards of promotion. Another 
paragraph implied that somehow work to promote the Ethical 
Criteria and improve the standard of drug promotion might be 
detrimental to WHO work in other areas. Finally, Dr. Nakajima 
intimated that the establishment of scientific data sheets alone 
would serve to control drug promotion. 
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Ultimately, the EB did not agree on a resolution on the 
implementation of the recommendations in the CIOMS report, but 
this was not the end of the matter. In preparation for the WHA 
meeting, HAI activists lobbied at the national and international 
level for action on the CIOMS report. This lobbying was re- 
warded with a resolution put forward by the Nordic countries and 
cosponsored by over 50 countries.>” During the debate over 40 
country delegates from all over the world spoke in favour of the 
resolution, which passed unanimously. The WHA resolution 
reaffirmed that: 


e the regulation of drugs must ensure the accuracy of the 


information provided pursuant to drug regulation; 
patients, pharmacists and prescribers should have access to 
appropriate and understandable information about drugs 
and their side-effects; 

the promotion of drugs must be accurate, fair and objective, 
and conform to legal requirements and also to high ethical 
standards; 

information for patients and prescribers which appears in 
leaflets of drugs in the manufacturing country should be 
supplied. 


The resolution also requested the Director-General to imple- 


ment the recommendations of the CIOMS report applicable to the 


WHO, giving special attention to: 


wide dissemination of the criteria; 

measures to develop and disseminate educational materials 
on the criteria and methods to monitor their implementa- 
tion; 

carrying out studies of current promotional practices; 
supporting member states in strengthening mechanisms for 
the labelling and promotion of medicines; 

alerting member states to the importance of the role of 
universities and other educational institutions in this area 
and assisting them in educational programme development. 


Finally, the Director-General was requested to report regularly 
on progress made and problems encountered by WHO and mem- 
ber states, as part of the reporting on the implementation of the 
WHO’s Revised Drug Strategy.°° 
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IFPMA “EXPLAINS” WHY IT CANNOT ADOPT THE 
WHO ETHICAL CRITERIA, BUT ACCEPTS THE WHA 
RESOLUTION ON THE CIOMS REPORT 


At the CIOMS meeting IFPMA said that it would be willing 
to tighten up certain aspects of its own Code, but at the same time 
‘t asserted that the principles of its Code were fully compatible 
with the Ethical Criteria” maintaining a position it has held for 

ears,'835-38 In fact, IFPMA has had an extremely ambiguous 
stance towards the Ethical Criteria even before they were adopted. 
At the 1986 World Health Assembly, Dr. Richard Arnold ex- 
pressed doubts about the need for, and relevance of, the Ethical 
Criteria At the WHA meeting in May 1992 where the CIOMS 
meeting was decided upon, the industry argued that the Ethical 
Criteria were not a priority for developing countries.”” In the 
debate up to the CIOMS meeting, IFPMA’s magazine, Health 
Horizons, voiced the opinion that developing countries have no 
use for the Ethical Criteria at this point in time and that these 
countries needed to devote more of their resources to assessing the 
quality, safety and efficacy of medicinal products than to passing 
judgement on the Ethical Criteria or the proper nature of product 
information and advertising.>® (It seems ironic that IFPMA is 
calling on the developing countries to use their resources to assess 
the safety and efficacy of drugs when, as we have seen earlier, it 
is some of the companies that belong to IFPMA that are flooding 
these countries with useless drugs.) 

Finally, Dr. Arnold has argued that it is not possible for 
IFPMA to adopt the Ethical Criteria. In a letter to MaLAM he 
rejected the Ethical Criteria on the grounds that "there are sub- 
stantial national differences in both regulations and practices in 
the registration as well as the marketing of drugs and regard for 
national sovereignty means that these differences have to be 
respected ... given the diversity of IFPMA’s membership it is 
not possible to adopt these Criteria, nor would doing so raise the 
standard of promotion of the products of our constituents." 
MaLAWM’s response was that most of the substantial differences 
in drug marketing have no scientific justification and many of 
these differences result from the worst elements in the industry 
taking unfair advantage of governments who lack the resources to 


control them.!® P:2 
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However, despite all the previous protestations, the IFPMA, 
represented at the 47th WHA by Dr. Arnold, declared itself 
reasonably well satisfied with the passage of the resolution on the 
CIOMS report. While the industry had hoped there would be no 
resolution, according to Dr. Arnold "the situation now is no less 
satisfactory". How does one explain the IFPMA’s position? Per- 
haps a commentary in Scrip, a newsletter on the pharmaceutical 
industry, sheds some light. According to the Scrip report on the 
WHA meeting, the resolution is likely to have little direct effect 
on how the pharmaceutical industry views the issue of promo- 


tion.>7 


SOME COMPANIES DO BETTER THAN IFPMA 


IFPMA’s response to the Ethical Criteria has to be distin- 
guished from the responses of individual companies. In April 
1991 and again in February 1992, MaLAM asked the chief execu- 
tives of the 10 largest drug companies to state their policy regard- 
ing acceptance of the WHO Ethical Criteria. MSD and SmithK- 
line Beecham did not respond. Ciba-Geigy replied that "our 
company agrees with the Criteria and actively supports their 
implementation. We would welcome world wide compliance 
with the WHO recommendations." Both Glaxo and Bayer have 
company codes that incorporate the IFPMA code with significant 
improvements. The Hoechst Guidelines for Pharmaceutical Pro- 
motion contains some minor improvements over the IFPMA code. 
Sterling/Eastman Kodak claimed that its "international operating 
procedure governing labelling in some instances exceeds that of 
IFPMA." However, the company did not disclose its standards or 
its policy towards the Ethical Criteria. Bristol Myers Squibb, 
Sandoz and Wyeth Ayerst have not developed their own market- 
ing standards and use the IFPMA code instead. Wyeth Ayerst has 
offered to observe the Ethical Criteria when compelled to do so 


by national laws.>” 
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TO REPORTS OF CONTINUING 
INAPPROPRIATE PROMOTION 


ccording to Dr. Phillip Lee, who has worked 
with Silverman on Third World promotion for more than two 
decades, "there are still American drug companies that put mar- 
keting and profits above science and good medical practice." FI erat 
Reports of exaggerated claims for products made by multination- 
als continue to be published in the Lancet.** HAI activist Andy 
Chetley wrote to Dr. Richard Arnold, executive vice-president of 
IFPMA, in 1991 about four pieces of promotional literature from 
Third World countries that contravened the IFPMA Code of 


Marketing: 


1) an ad from Pakistan for the antibiotic Augmentin (SmithK- 
line Beecham) which included data that was eight to 10 years 
old; 

2) apiece of literature left behind in doctors offices in Paki- 
stan about the cough/cold medication Triaminic-E (Sandoz) 
which used the word safe without qualification: 

3) a general ad from Hoffman-LaRoche which circulated in 
Central America and the Dominican Republic which Chetley 


oe Chetley, A. and Mintzes, B. described as a powerful inducement to prescribe and which 
lth Action International, 1992 
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may not have had full regard for the needs of the public health 
and which may not have met all the standards of good taste; 
4) an ad which appeared in Central America and the Domini- 
can Republic for the neurological product Nimotrop (Bayer) 
which implied that the US FDA had approved it for a far wider 
range of conditions than was actually the case. 
MaLAM has also written to Bayer about its ad for Nimotrop. 
Bayer’s response to the 1991 MaLAM letter was characterized as 
"disingenuous and misleading" by Chetley. The company had 


distributed notepads to doctors attending asym posium bearing the 
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Dipyrone is promoted as a drug 
with “ample safety margin” by 
Hoechst in “Comahue Medico” 
in 1992 in Latin America. It is 
indicated for fever and pain, 
despite the fact that dipyrone 
has caused deaths from 
agranulocytosis (severe loss of 
white blood cells due to bone 
marrow damage) and 
anaphylactic shock (a severe 
allergic reaction). Dipyrone has 
been banned or severely 
restricted in many countries. 


source: Chetley A. “Problem 
Drugs", 1993 
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Upjohn’s notepad distributed to doctors in Peru which states, 
"Somese: a good night’s sleep and a good morning". The ad 
recommends Somese for geriatric patients, shift workers, travellers 
and hospital in-patients. Triazolam has been withdrawn from the 
market in the UK, Norway and Finland and is subject to tighter 
regulatory controls in a number of other developed countries due to 
severe side effects. 


Source: Eds. Chetley, A. and Mintzes, B., "Promoting health or 
pushing drugs:", Health Action International, 1992 


al of the FDA implying that the FDA had authorized 
Nimotop for "reduced capacity for concentration and memory, 
depression, fear, lack of initiative, lack of social contact, dizzi- 


ness." In fact, the FDA had approved the drug 
solely for use in patients who had suffered a 
ruptured cerebral aneurysm. Bayer claimed 
that it could not comment on an ad because it 
had not been able to obtain a specimen, ignor- 
ing the fact that the material was part of a 
major promotional campaign using the same 
claims and indications that ran throughout 
Central America for at least one year. Fur- 
thermore, following a complaint by Mr. 
Chetley back in November 1991, Bayer had 
already agreed to withdraw another ad making 
the same claims. 

MaLAM continues to find other examples 
of inappropriate promotion by multinationals 
of all origins. In the past year (to June 1993) 
it has written to Bayer, Boehringer Ingelheim 
and Degussa Laboratories (Labofarma) in 
Germany, Organon in The Netherlands, Boots 
in the UK, and Abbott, MSD, Searle and 
Wyeth in the US. MaLAM’s letters request 
the companies concerned to supply informa- 
tion and/or studies to support their promo- 
tional claims. 

In late 1989, MaLAM published the re- 
sponses of 10 multinational companies that 
were the targets of letters sent between Janu- 
ary 1988 and June 1989.’ E. Merck and 
Farmitalia Carlo Erba did not reply at all. 
Nicholas Kiwi and MSD replied but denied 
responsibility for the actions of their subsidi- 
aries. The remaining six companies sent a 


total of 67 references to support their claims for seven drugs. Only 
31 of these papers supplied relevant original data and only 13 of 
the 31, 19% of the original 67, were controlled trials. All of these 
13 had one or more serious methodological flaws. The conclusion 


was that none of the companies had supplied clinical trial reports 
that were both scientifically valid and supported the advertising 
claims. There were, however, some positive results from the 
MaLAM letters. In four cases advertising was altered and Ciba- 
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Geigy discontinued marketing nikethamide-containing combina- 
tions in the Third World. 

Since 1989, MaLAM has periodically issued updates on re- 
sponses from companies.*” The most recent one was published 
in April 1993 and documented the actions (or nonactions) of six 
multinationals that received letters between April 1991 and Octo- 
ber 1991. One company reduced the indications for its drug and 
another reformulated its product and removed a number of dan- 
gerous ingredients. One company promised a detailed response- 
but never sent it and two companies failed to send any scientific 
evidence to support their claims. The sixth company sent six 
Japanese studies, but almost two years later had not sent a re- 


quested English translation. !° 


COMPANIES WITHDRAW USELESS, DANGEROUS 
AND BANNED DRUGS - SLOWLY 


Some companies have withdrawn drugs, without ordering 
a recall of stocks already on the market. Testifortan an aph- 
rodisiac containing strychnine, made by the German company 
Byk Gulden, was taken off the German market in 1988. When 
confronted later that year with the fact that there was an entry 
for the product in the Thai drug compendium (TIMS), the 
company replied: "If there is an entry of Testifortan in TIMS 
Thailand, then we can only suppose that our local repre- 
sentative wished to give information on this product for the 
purpose of selling out the stocks." be | 

Other companies have recently withdrawn drugs after docu- 
mentaries on British television exposed their marketing practices. 
In 1989, Wellcome discontinued its ‘ADM’ (antidiarrhoeal mix- 
ture) which was the most popular antidiarrhoeal mixture in 
Kenya. < Janssen, a subsidiary of Johnson & Johnson, announced 
a worldwide withdrawal of its Imodium (loperamide) drops five 
days after a television program was broadcast criticizing its use. 
Before the television show a Pakistani physician had written a 
letter to the Lancet documenting infant deaths due to this product. 
Johnson & Johnson had promised to stop production in Pakistan 
and to withdraw existing stocks from sale.!> However, two 
months later the British television team found that 60% of the 
chemists shops they visited were still selling Imodium over-the- 
counter and only 5% admitted receiving the withdrawal notice 


Deception by Design 
53 


from Johnson & Johnson. !“ Although Frank Barker, corporate 
vice president for public affairs at sree & Johnson, concedes 
that "we could have moved faster." ” Ps 

There is one recent instance of an antidiarrhoeal drug reap- 
pearing on the Pakistan market after it was banned. Piptal drops, 
containing pipenzolate and phenobarbitone, were banned by the 
Pakistani government in mid 1990, but a year later the drug was 
once again freely available. Ferozesons, the manufacturers of 
Piptal in Pakistan, had successfully appealed against the ban 
arguing that the drops were not antidiarrhoeal, but anticholinergic. 
By the time a letter documenting this series of events was publish- 
ed in the Lancet in February 1992, six babies had been admitted 
to a Pakistani hospital with side effects from Piptal and one had 
died.'” 

A former Indian subsidiary of MSD, Merind, markets cypro- 
heptadine (Periactin) as an appetite stimulant for malnourished 
children. Although MSD responded to a MaLAM letter on the 
subject, it claimed that it could not control the actions of its former 
subsidiary. Moreover, MSD maintained that it would continue to 
list appetite stimulation as an indication for its Periactin in its own 
literature.’ MSD took this position from 1989 until November 
1993. At that point, after an intensive international campaign and 
after the publication of the second edition of HAI’s Problem 
Drugs pack = which pointedly referred to the continued listing 
of Periactin as an appetite stimulant, MSD finally acted. The 
company announced that it would eliminate appetite stimulation 
as an indication during 1994 and it would withdraw all combina- 
tions of Periactin and vitamins which the company admitted were 
most commonly used for appetite stimulation. 


NO COMPANY HAS A CLEAN RECORD 


Although some companies have been praised because they act 
more responsibly than others, unfortunately none of them has a 
completely clean record. The United Nations Centre on Transna- 
tional Corporations 7 cited Ciba-Geigy, MSD and Smith, Kline 
and French (now SmithKline Beecham) for their consistent stand- 
ards worldwide while Silverman !® also praised the latter two 
along with Lilly and Syntex. Others singled out for praise include 
Ciba-Geigy and Pfizer 9 and Glaxo, Reckitt and Colman and 
Wyeth.° However, even some companies in this group had their 
problems. Ciba-Geigy’s main justification for continuing to offer 
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its "energizer" combination of nikethamide and glucose seems to 
be that it must work because it sells so well.72” The Glaxo Guide 
to Good Pharmaceutical Marketing Practice states that "the mar- 
keting of pharmaceutical products by Glaxo Group companies and 
their contracted agents worldwide conforms to consistent ethical, 
medical and scientific standards."”! Despite this principle, Glaxo 
continued to market cough and cold preparations containing chlo- 
roform until 1988 in Pakistan, although these products had been 
declared unsafe in the UK five years previously. |! 


TO ITS CRITICS 


The IFPMA Code is one example of the response of the 
pharmaceutical industry to criticism. It needs radical im- 
provements to make it effective, but at least it represents the 
beginning of an attitude towards change on the part of the 
industry. Unfortunately, that attitude is not always present. 
When confronted with criticism of its promotional activities, 
the first response from the drug companies has all too often 
been to shoot the messenger and ignore the message. 


CONFUSE THE ISSUES 


In the early 1970s a group of Swiss companies, including 
Ciba-Geigy, Sandoz and Hoffmann-LaRoche, developed a five- 
point strategy for dealing with industry critics which included 
identifying critics as opponents of the system and therefore dis- 
credited as discussion partners; attributing dubious motives to 
critics; and labelling critics as Marxists. If the criticism was 
indisputable then the goal was to put the emphasis on the assertion 
that it was an individual case.7” All of these themes were carried 
forward into the 1980s. When Lewis A. Engman was president 
of the US Pharmaceutical Manufacturers Association, he gave a 
speech in which he claimed that the ultimate concern of some 
people who were critical of the industry was not the health of Third 
World consumers, but was "economic change in the direction of 
state control, and ultimately state ownership, of private con- 
cerns."7> °°! The Association of the British Pharmaceutical 
Industry characterized Dianna Melrose’s book Bitter Pills asa 
disappointing one that "concentrates, in the main, on repeating 
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anecdotal evidence of products and practices." When OXFAM- 
UK made inquiries about Third World marketing practices, a few 
manufacturers responded by suggesting that these issues were not 
of legitimate concern to a charity and were mr keeping with 
those of a politically oriented pressure group. In Brazil, the 
division of drugs in the Health Ministry (DIMED) began investi- 
gating, Hoechst’s analgesic dipyrone. Hoechst’s response was to 
demand that the minister fire the DIMED director and accused him 
of dishonesty for having raised questions about the drug.”° 


INDUSTRY PARANOIA AND "RED BAITING" 


A 1985 article by Dr. Claus Roepnack of Hoechst openly 
claimed that HAI activists were unknowingly "acting as a front 
for professional ideologists and that in the end they run the risk of 
becoming victims of demagogues." ue Tr September 1986, 
the Thai Pharmaceutical Products Association, a member of the 
IFPMA, told Thai Foreign Ministry officials that the Drug Study 
Group of Thailand "was comprised of activists" and their link with 
HAI and the International Organization of Consumers Unions had 
"ulterior motives, given alleged previous associations with com- 


"22, P-73 Strains of paranoia are still evident in 


munist countries. 
speeches from pharmaceutical executives. At the IFPMA’s 15th 
biennial Assembly in September 1990, Dr. Richard Arnold, its 
executive vice-president, warned that activists have not given up 
their attack on pharmaceutical marketing and that the industry 


must be ready to deal with "false attacks."~/ 


RATIONALIZATIONS 


If the industry rejects this sort of ad hominem attack, then the 
next step is to rationalize its actions on either economic grounds 
or by comparisons with local companies. One Latin American 
"drug promotion expert" saw discrepancies in the information that 
companies supply in different countries as part of normal business 


" 


practice: "... if your competitor claims five indications for his 
product, you claim at least six. And if he discloses three adverse 
reactions, you are senseless if you disclose more than two. 

; 4 28, 9255" 
One of the pharmaceutical executives that Braithwaite a 
interviewed for his book argued along similar lines: "In countries 


like Brazil [our product] has to compete with 20 pirate competi- 
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tors. Now these people promote the product for every infection 
imaginable. They therefore get better sales than we who devel- 
oped the product. . . Of course our Brazilian manager then wants 
us to expand the indications too". 

Beyond the rationalizations are the defense mechanisms 
which are all too familiar. Claims are made that full disclosure of 
hazards is unnecessary because all physicians are already aware 
of them; that the differences in promotion actually represent what 
are termed "honest differences in opinion;" or that the companies 
are not breaking any laws. Silverman, Lee and Lydecker!® devote 
five pages in their book Prescriptions for Death to a discussion 
of these defences and show that none of them is tenable. IEPMA 
continued this tradition of withdrawing into a defensive shell with 
its response to Wemos’s publication on drugs banned or with- 
drawn in the European Community, but still available in develop- 
ing countries.'' IFPMA’s position was essentially that if the 
regulatory agency in a developing country has approved a drug, 
then it does not matter what stance other countries have taken on 
the same product.” As we have already seen, the regulatory 
authorities in many developing countries simply do not have the 
resources to adequately assess products on their markets. 


INDUSTRY THREATS 


Occasionally, the industry resorts to lightly veiled threats in 
order to deter criticism. Neil Boyer, an American representative 
to the 1984 WHA, complained that WHO officials had been 
monitoring adherence to the IFPMA marketing code by sending 
in complaints to IFPMA headquarters. He asked WHO not to 
embark on monitoring the code of a private sector organization 
and suggested that "it is not a good idea to bite the hand that feeds 
you a nutritious meal."°")P:>3 Ina similar note, at the 1992 WHA, 
Dr. Richard Arnold from IFPMA warned that tf world health 
assemblies, or WHO officials, were seen to endorse HAI criti- 
cisms of industry, industry collaboration with the WHO could be 


in jeopardy.>! 


A TENTATIVE DIALOGUE STARTS 


While the attacks on activists, rationalizations and defensive 
arguments may represent the bulk of the industry's response to 
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criticisms of its promotional practices in the Third World, there is 
evidence that some companies and individuals in the industry are 
open to beginning a dialogue with groups like HAI and MaLAM. 
Some examples of withdrawn drugs or changes in promotional 
practices have already been discussed. Two senior executives of 
Pfizer flew from New York to Adelaide in March 1988 to meet 
with representatives of MaLAM-~ and in the opinion of the 
MaLAM secretary, Dr. Mansfield, Pfizer’s ads from around the 
world are much better than average.(Dr. Peter Mansfield, personal 
communication 1991) Dr. Klaus Leisinger, head of international 
relations at Ciba-Geigy and author of the book Poverty, sickness 
and medicines. A unholy alliance, has admitted that there have 
been blatant examples of entrepreneurial misconduct among phar- 
maceutical companies dealing with the Third World.?? Scrip, a 
widely read newsletter on the pharmaceutical industry, published 
an open letter from MaLAM explaining its aims and hopes. Ina 
response to that letter Ciba-Geigy again sounded a positive note: 
"MaLAM’s open letter is a useful document. It certainly merits 
careful study, and hopefully a bit more--a positive response from 
the industry in words and deeds. The chances of this happening 
are good." Unfortunately, Ciba-Geigy may have been a bit too 
optimistic given the reply from Organon. Organon’s letter was a 
retreat into the industrys familiar defensive shell and accused 
MaLAM of never being satisfied with Organon’s responses. The 
letter ended with the assertion that MaLAM was overshooting and 
neglecting the role of health authorities.>* 
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The consequences 


A HEAVY RELIANCE 
ON PROMOTION 


vidence indicates that like doctors in developed 
countries, doctors in Third World countries also rely heavily on 
the drug companies for their information. However, doctors in 
industrialized countries are negatively affected by the information 
they receive from the industry’: they have relatively ready access 
to objective sources of information to offset what the industry 
promotes. In contrast, Third World doctors often have little else 
in the way of prescribing information aside from what they receive 


from the industry. 


A study in Brazil concluded that the main sources of informa- 
tion of the medical profession are aferty, or indirectly linked to 
the promotional activities of private firms.” According to Green- 
halgh the vast majority of rural Indian doctors have no access to 
independent information on the drugs they prescribe and for them 
postgraduate education in ounce! pharmacology is the unchal- 
lenged province of detailers.’ Greenhalgh’s opinion is echoed by 
Jose Felix Patino, one of the most highly regarded authorities on 
medical education in Latin America, a former Minister of Health 
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Promoting irrational prescribing: 
Ad for vasolidators for memory loss by UCB in 
Francophone Africa 


Source: Eds. Chetley A. and Mintzes B. 
“Promoting health or pushing drugs?”, Health 
Action International, 1992 


An example of an antihistamine being 
promoted as an appetite stimulant for 
children in Peru. 


The antidote for malnutrition in children 
in most developing countries is proper 
nutrition and good sanitation, not 
expensive appetite stimulants! 


Source: Eds. Chetley A. and Mintzes B. 
“Promoting health or pushing drugs?’, 
Health Action International, 1992 
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in Colombia and for many years executive director of the 
Panamerican Federation of Associations of Medical Schools. 
"We cannot reach them [the doctors]. It 1s the company repre- 
sentative, the visitador , who tells them how to prescribe." Li aad 
In 1983, Nigerian doctors from six universities with colleges 
of medicine were asked to rate the frequency of their use of 20. 
different sources of information on a scale of | to 5, where | is the 
most frequently used source and 5 is a source that is never used. 
Although detailers and manufacturers/publishers catalogues re- 
ceived scores of 3.70 and 3.93 respectively, indicating that they 


were not heavily used, they still ranked sixth and eighth respec- 
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tively, out of the 20, ahead of sources such as abstracts and indexes 
and reference librarians. 

In a survey in Southeast Asia, physicians were asked to name 
their most important sources of information for new and existing 
products. For new drugs, 62% cited visits by detailers and 51% 
mentioned mailings from drug companies (76% believed that 
medical publications are the most important source), while for 
existing products 57% of respondents cited detailers (again medi- 
cal publications ranked first being cited by 69% of the doctors).° 
The sources most frequently used by Zimbabwean doctors prac- 
tising in public hospitals were drug package inserts and Monthly 
Index of Medical Specialties-Africa, both commercial in origin. 
Physicians in rural hospitals relied even more on these sources 
than doctors in urban hospitals. ’ Similarly, in the mid 1980s 
physicians practising in a peripheral health center in Sri Lanka 
where polypharmacy, multiple antibiotic therapy and the use of 
mixtures of unproven efficacy were common, were totally de- 
pendent on, and positive towards, drug information from drug 


28.9 
companies. 


USE OF PROMOTIONAL INFORMATION MEANS 
LESS APPROPRIATE PRESCRIBING 


A survey of 1000 health care professionals (45% physicians, 
27% nurses, 13% pharmacists, 15% others) in six African coun- 
tries conducted for IFPMA emphasizes the reliance on drug com- 
panies and their promotional efforts for prescribing information. 
Of respondents who received company-provided therapeutic in- 
formation, 95.4% considered it helpful. More than 64% felt that 
their continuing education was enhanced by pharmaceutical com- 
pany materials and visits from detailers and over 90% believed 
that time spent with detailers was either valuable or of some 
value.!? 

[FPMA denies that pharmaceutical promotion encourages the 
use of costly or inappropriate medicines'! and it uses the African 
survey results to argue for the value of promotion in contributing 
to better use of drugs. But the reality is quite different: there is a 
strong correlation between irrational prescribing behavior and use 
of commercial sources of information. This problem is com- 
pounded by the failure of marketing codes to control promotion 
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which ensure that doctors will be making their prescribing deci- 


sions based on grossly distorted information. 

In the early 1980s, over 75% of 135 Manila doctors prescribed 
drugs for diarrhoea while under 25% prescribed rehydration ther- 
apy. The three most frequently cited sources of drug information 
by these doctors were all commercial--Philippines Index of Medi- 
cal Specialties (84.4%), literature that accompanies drug samples 
(74.1%) and detailers (63.7%).!? A 1989 survey of 129 urban and 
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para el tratamiento eficaz 
de una mayor variedad 
de pacientes con ansiedad 


Notepad from Upjohn for doctors in Peru 
in 1992 promoting Xanax (alprzolam), a 
benzodiazepine, for the treatment of a 
“large variety of patients with anxiety”. 


One researcher has found that 
alprazolam can induce "a fundamental 
change in the homeostasis (tendency 
towards chemical equilibrium) of the 


brain". It can take the brain from six to ae 
18 months to recover after use of the El eyecutivo sobrecargado de trabajo El paciente de edad avanzada, solitano, 


drug has been stopped. que esta tenso, irritable y tienedificultad a menudo triste, que se preocupa por su 
de concentrarse debido a presiones mala salud y tiene dificultades para 
Samberg. J edi 6 ; financieras 0 a cambios de | dormir y aprensiOn con respecto al 
g, J., quoted in Breggin, P., responsabilidades. futuro. 


“Toxic Psychiatry” London, Fontana 
1993 p. 305 


Source: Chetley A. "Problem Drugs", 
1993 


Elama de casa ansiosa que se preocupa E| paciente cardiaco asustado que teme 

por la finanzas de la familia y también otro ataque de coraz6n, no puede 
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rural practitioners in the Philippines concluded that drugs were 
generally prescribed even when they were not indicated; inessen- 
tial pharmaceutical products were being prescribed commonly; 
dangerous pharmaceutical products, including those banned in 
other countries were being prescribed even for trivial complaints; 
and the treatment of choice for most common illnesses was 
generally not being prescribed. Based on responses to other 
questions, the author of this study concluded that it was "quite 
logical . . . that the prescribing behaviour of physicians is deter- 
mined primarily by the drug industry." 
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Provides fast, antidiarrhoeal action 
The desire to defecate diminishes after 
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Antidiarrhoeal reached a cure “nearly six hours before 
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A 1991 promotional ad for 
Lomotil which appeared in 
Searle's Diarrhoea Update India. 


Despite evidence and the 
well-recognised dangers of this 
drug, Lomotil continues to be 
promoted for diarrhoea. 


Source: Chetley A. "Problem 
Drugs", 1993 


A 1988 survey of Pakistani doctors with a substantial paedi- 
atric population in their practices found that 41% were prescribing 
Lomotil to children with diarrhoea, despite the well-recognized 
dangers of this drug.'*!° Fourteen percent of the doctors pre- 
scribed Durabolin, an anabolic steroid, as an appetite stimulant. 
Ninety-five percent of these doctors cited detailers and promo- 
tional materials as their main sources of prescribing information, 
versus six percent who used discussions with pharmacists and two 
percent who cited discussions with colleagues. © Seventeen Ma- 
laysian general practitioners prescribed reasonably well for the 
treatment of diarrhoea: 76% recommended oral rehydration solu- 
tion and only six percent prescribed an antibiotic. But, for symp- 
toms of an upper respiratory tract infection, 89% recommended 
an expectorant, 30% gave an antibiotic and none of them sug- 
gested the need of only supportive measures which is what 
UNICEF recommends.'’ When these doctors were asked about 
their sources of information, 83% cited textbooks and journals and 
76% the Drug Index of Malaysia and Singapore, a commercial 
compendium. 


PHARMACISTS ARE NO LESS SUSCEPTIBLE 
THAN DOCTORS 


It is also important to consider the influence of promotion on 
pharmacists, since in some countries over 50% of drugs are bought 
in pharmacies without a prescription. |” In 1983, Nigerian phar- 
macists ranked detailers and manufacturers/publishers catalogues 
fifth and eighth out of 20 sources of drug information.” Zimbab- 
wean pharmacists working in public hospitals make heavy use of 
MIMS-Africa and drug package inserts.’ Of nineteen drug ven- 
dors working in pharmacies in Sri Lanka surveyed in 1983, 15 
mentioned detailers as their most important source of drug infor- 
mation.”” It is quite likely that this reliance on commercial 
sources of information is linked to the finding in another study, 
carried out a year later, that reported that 13 out of 25 Sri Lankan 
pharmacies recommended only drug therapy for a child of 11 
months of age with a three day history of diarrhoea, and only one 
recommended oral rehydration solution (ORS) as the sole mode 
of treatment.”! 26 Peruvian pharmacy salesmen, (13 pharmacy 
assistants without any pharmacy training and 13 pharmacists) 
were interviewed in 1987 about their knowledge of high dose 
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oestrogen/progestin (E/P) drugs. When these products were in- 
troduced in the 1950s they were marketed as hormonal pregnancy 
tests and as a treatment for menstrual disorders. By the 1970s most 
Western countries had banned the use of these drugs as pregnancy 
tests because of the risk of birth defects and in 1981 the WHO 
advised against the use of high dose E/P drugs as pregnancy tests. 
Nineteen respondents said that E/P drugs can be used as pregnancy 
tests and only five mentioned pregnancy as a contraindication to 
their use. The only source of information that these pharmacists 
had about high dose E/P drugs came from pharmaceutical compa- 


me 29: 
nies. 


CONSUMERS CHOOSE DRUGS 
BASED ON ADVERTISEMENTS 
Consumers also come to depend on promotion for their infor- 


mation about drugs. Surveys conducted in the late 1980s in a 
number of Third World countries reinforce this point. Consumers 
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OESTROGENEN EN PROGESTAGENEN 
DE GEWOONSTE ZAAK VAN DE WERELD. 


DAT GELDT MET ZUMENON EN DUPHASTON 
STRAKS OOK VOOR HUN OVERGANG. 


This ad promotes hormone therapy for 
women in the Netherlands. 


Manufactured by Duphar the ad which 
appeared in “Nederlands Tijdschrift 
voor Geneeskunde”, May 1993, 
states, “Oestrogen and progestagen 
are already the most normal thing in 
the world for them. This will also be 
true for Zumenon (estradiol) and 
Duphason (dydrogesteron) during 
their menopause.” 


Source: Chetley A. “Problem Drugs", 
1993 


‘1 Harare ranked written advertisements second, ahead of health 
professionals, as reliable sources of information about over-the- 
counter drugs.”° Advertisements were the most important factor 
influencing mothers’ choice of treatment for children with a cough 
and fever in Jakarta, Indonesia.’ British doctors working in 
Nepal believe that there is a direct connection between the massive 
advertising carried out in the towns of Nepal by Indian and 
multinational drug companies and overspending on drugs. 

As van der Geest”° points out a great deal of the commerce in 
drugs in the Third World takes place in the informal market. This 
‘formal market is elusive and difficult to check and as such does 
not easily respond to "corrections" such as new information or 
even the formal withdrawal of a drug. Therefore, beliefs about 
the effects of certain drugs which have been inculcated in people’s 
minds by alluring ads remain fixed and may not be altered for a 
long time. For example, Organon’s Menstrogen continued to be 
used in Bangladesh as a pregnancy test long after Organon began 
to list pregnancy as a contraindication to its use in the literature 
about Menstrogen. 

The heavy advertising of medication can also create a depend- 
ence on a "particular form of therapy--modern, brand-name and 
often prescription medication--and the agents and institutions that 
make them available in the community . . . In Asuncion [El 
Salvador], this dependence has altered local health care traditions 
and the means of coping with illness that were previously common 
in the community, drained away resources without providing any 
long-term improvement in living conditions, and actually caused - 


illness."2” ?-40 
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ncontrolled pharmaceutical promotion is obvi- 
ously only one of the many problems in health care in the Third 
World. But, at the same time, it is not a trivial problem as the 
pharmaceutical industry implies. When physicians rely on infor- 
mation provided by drug companies they tend to prescribe expen- 
sive brand name products. Often these are irrational, useless or 
dangerous combination drugs; but promotion also lead to wide- 
spread inappropriate prescribing of worthwhile drugs. Not only 
is individual health care adversely affected but the few resources 
that Third World countries have to spend on health care are also 


wasted. 


BAN IRRATIONAL, USELESS AND 
DANGEROUS PRODUCTS 


The value of vitamins and tonics imported into North Yemen 
in 1980 was 17.8% of the country’s total pharmaceutical imports.” 
In one state in Nigeria 25% of all drug expenditures were for three 
branded products that are no longer used in many countries. 
According to a 1990 report about 25% of the registered drugs in 
Pakistan, representing 50% of all drug sales, are of questionable 
value or high tisk.’ More than 10% of Panama’s 1983 drug 


Deception by Design 
67 


Merck advertises Encephabol 
in India. 


Wo 


Lei: 
WE W Wi 


A 


expenditures were for drugs of inadequate safety and efficacy or 
inappropriate combination drugs.” Overall, WHO estimates that 
at least US$1 billion is wasted every year on the use of inappro- 
priate antidiarrhoeal drugs and cough and cold remedies in the 
Third World.° 

No promotion of irrational combinations or useless or danger- 
ous drugs is justifiable. The solution is to remove them from both 
the public and private markets. After FRELIMO took power in 
Mozambique in 1975, import licences were withdrawn for all 
pharmaceutical products lacking proven therapeutic value, for 
those representing the worst examples of polypharmacy and for 
those with an unreasonably high profit margin. The immediate 
result of this move was to reduce the number of different branded 
products on the market from 13,000 to 2,600.’ A similar policy 
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in Bangladesh lead to the removal of about 1,700 drugs on the 
grounds that they were either harmful, irrational combinations or 
they were useless or unnecessary.® A key feature in both countries 
was that these drugs were no longer available through either the 
public or the private health care systems. In many Third World 
countries most drug sales are through the private market.” If 
irrational, useless or unnecessary drugs are only withdrawn from 
the public system leaving them available for sale in the private 
system, promotion for them will probably continue unabated. It 
is also essential that all brands of these types of drugs are removed. 
When Ciba-Geigy stopped world-wide production of Entero-Vio- 
form (clioquinol) in 1985, the drug continued to be available in 
Third World countries from both domestic and other multinational 
companies. Mf Therefore, promotion of products containing clio- 
quinol was not stopped. 


CONTROL EXPORTS FROM 
DEVELOPED COUNTRIES 


In addition to removing useless, dangerous and irrational 
products from the shelves in Third World countries, Western 
countries have to accept the responsibility for controlling drug 
exports. It is simply unacceptable for companies to be able to 
essentially dump their inventories of useless medications in de- 
veloping countries. Countries that export drugs need to develop 
policies that prohibit the export of pharmaceuticals which are 
banned, withdrawn, restricted or deregistered in their country of 
origin. Exceptions should only be allowed if there has been Prior 
Informed Consent, i.e. if a Third World country makes a specific 
request and after it has received full information on the product's 
use in its country of origin. France has banned the export of drugs 
which have been withdrawn from the French market for safety 
reasons and drugs whose registration has been temporarily sus- 
pended for safety reasons. If a company intends to export spine 
not registered in France it must give reasons why the ae is not 
registered and the French Ministry of Health sends this informa- 
tion to the importing country. The French Minister of Health _ 
also ban the export of drugs which are deemed hazardous, even a 
they are registered in France. Germany forbids the export of 
dangerous substances unless the importing country expressly re- 
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quests them. German law also makes it illegal to provide mislead- 


ing information to an importing country. 


GENERIC PRESCRIBING— 
A BATTLE YET TO BE WON 


Brand name prescribing increases drug costs and also contrib- 
utes to irrational prescribing. Physicians are often unaware of the 
active ingredients or mode of action of drugs when they just know 
them by their brand names.''-!3 A start to overcoming these 
problems could be made if physicians had to prescribe generically. 
Furthermore, compulsory generic prescribing might mean that 
companies would spend less to promote brand name recognition. 
These savings could be passed along in the form of reduced drug 
prices. Mozambique in 1977 7 and the Philippines Generics Act 
which was passed in 1988!4 have both shown that it is possible 
for Third World countries to pass legislation mandating generic 
prescribing despite strenuous opposition from the pharmaceutical 
industry. > Passing laws requiring a certain behaviour from phy- 
sicians is one thing, but getting them to comply with the law ts 
another. A preliminary survey of 154 doctors in the Philippines 
found that 70% were opposed to the Generics Act and only 29% 
were actually practicising it.'© The doctors did not believe that 
generic products were therapeutically equivalent to brand name 
products. The multinationals were able to exploit this fear in 
Pakistan following that country’s 1972 adoption of a law requiring 
generic prescribing. In this case, some domestic manufacturers 
rushed into production too quickly and there were substandard 
products being sold. The multinational companies emphasized 
their integrity and the quality of their products in their promotion 
to physicians and encouraged doctors to write the company’s 
name after the generic name of the drug. As aresult, market shares 
of the leading multinationals actually increased and the Pakistani 
government was forced to repeal its legislation in 1976.'7 

The Lagos University Teaching Hospital (LUTH) introduced 
an essential drugs list in 1988 to complement the federal Nigerian 
Essential Drugs List and National Drug Formulary. A comparison 
of the first six month period after the list was introduced with the 
six months preceding the use of the list found that there was no 
change in the number of prescriptions written using generic names 
and the overall quality of prescribing had not changed. Less than 
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half of the hospital doctors were able to give a satisfactory defini- 
tion of essential drugs and only slightly more than half the doctors 
were aware of the National Formulary and Essential Drugs List. 
Only 40 of the 120 doctors believed that doctors should confine 
their prescriptions to the essential drugs list. is 

The experiences in Pakistan and the Philippines emphasize 
that generic drug policies will only work if drug regulatory 
authorities in the Third World are able to convince physicians of 
their ability to successfully monitor and guarantee the quality of 
generic drugs. Similarly, the study from Nigeria shows that for 
essential drug policies to be successful doctors need to be aware 


of the problems posed by inappro- 
priate prescribing. More generally, 
what all of these cases illustrate is 
that it is necessary for governments 
to gain the confidence of the medi- 
cal profession and have it as an ally 
in introducing reforms. 


ELIMINATE 
DOUBLE STANDARDS 


The surveys by Silverman!?-74 
and others have clearly demon- 
strated that many drug companies 
have a double standard when it 
comes to promotion in Third World 
countries compared to developed 
countries. While this situation has 
improved throughout the | 980s” it 
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is still a problem. Some multinationals provide essentially the 
same information to all physicians wherever they market their 
drugs 19,20,23 but this is not a universal policy. MaLAM has 
consistently advocated that "all promotional material/activities be 
checked by a central quality control unit prior to publication/com- 


mencement. 


"29 A policy of this nature would help ensure uniform 


provision of information by multinational companies ins = 
companies are at least equally guilty of indications 
and/or ignoring side effects and warnings. Therefore, all com- 
panies, domestic or multinational, marketing the same drug should 
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Glaxo has begun to 
advertise in France to 
convince doctors to see 
reps. 


The rep in this ad claims 
that she always keeps her 
profession’s “final goal” 
in mind, the health of the 
doctor's patients. 


Source: Eds. Chetley A. 
and Mintzes B. 
“Promoting health or 
pushing drugs?”, Health 
Action International, 1992 


have to provide identical, scientifically valid information in their 


promotional material. 


STRENGTHEN AND ENFORCE 
MARKETING CODES 


Gunter Lewandowski of Ciba-Geigy recognizes that "it would 
be wise for companies in their own interest to adopt higher 
standards than those set by industry or trade associations." But, 
companies with the lowest standards have adopted the IFPMA 
Code without modifications.” 

Although the WHO Ethical Criteria are not perfect, 
IFPMA acceptance of sections six to 13, which set out general 


27,28 


guidelines on promotion and recommendations for advertisements 
to physicians and health-related professionals, would certainly be 
preferable to continued use of the IFPMA Cade. The follow up 
from the CIOMS meeting in April 1993 may lead to improvements 
in the application and monitoring of the Ethical Criteria, but any 
action still awaits the final report of the meeting and action at the 
1994 WHA. 

Even the best Code is worthless unless it is enforced. Cur- 


rently, the IFPMA only considers complaints about Code viola- 
tions after an ad has appeared. A better approach would be to 
prescreen ads for compliance before they are used. This is the 
method used by the Canadian Pharmaceutical Advertising Advi- 
sory Board (PAAB). There are definite weaknesses with the 
PAAB,”” but prescreening means that it is possible to detect 
problems in ads before they appear in print. The PAAB has 
extended prescreening to deal with direct mail ads and detailing 
aids and other forms of promotion could also be encompassed. A 
Third World version of the PAAB need not be costly either in 
terms of state expenditure or personpower. The PAAB works with 
a staff of under six and is self-financing. Companies are charged 
a fee for each ad they submit to the PAAB. 

The IFPMA now relies on "adverse publicity" to achieve 
compliance with its Code. The example of Organon and anabolic 
steroids shows the inherent weakness in this approach. Compa- 
nies might be more willing to abide by a code if sanctions included 
having to publicize corrections in exactly the same manner as the 
original erroneous ad appeared. Therefore, if an ad with incorrect 
information ran on the back page of a medical journal for six 
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months then the correction would also run on the back page for 


Six months. 


MAKING DOCTORS LESS DEPENDENT 


ON DETAILERS 


Companies know that detailers are, by far, their most effective 
vehicle for promotion and that is the reason why they devote about 
50% of their sales budget to detailing.°” After independence in 
1975, Mozambique prohibited detailers from contacting individ- 


ual doctors. They were 
only allowed to deal with 
appropriate government 
officials involved in ten- 
dering and purchasing pro- 
cedures and with pharma- 
cies. As a result of these 
restrictions, the number of 
detailers in the country 
dropped from 100 pre-in- 
dependence to less than a 
dozen in 1983.’ 

Even if it is not politi- 
cally feasible for other 
Third World countries to 
cut off contact between 
physicians and detailers, 
dependence on them as 
sources of information 
could still be reduced. In 
order to accomplish this 
goal it is necessary to un- 
derstand why doctors are so 
ready to see detailers. One 
Indian pharmacologist and 
WHO consultant accu- 


rately summed up the situ- 


e 

para el tratamiento de 
las infecciones mas comunes 
de su pequefio paciente 


ation: "Once our doctors pass out of medical college and set up 
practice, they are cut off from the world of pharmacology. Only 
those who are interested enough and find the time will keep 
themselves abreast of the latest developments in medical thera- 
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Bad advice to doctors in 
Peru from Bristol-Meyers 
Squibb: 


“Doctor ... for the 
treatment of the most 
common infections of 
your little patient ... 
assures you Clinical 
SUCCeSS.” 


Cefadroxil is a powerful 
antibiotic which should 
not be recommended for 
the “most common 
infections” of children. 


Source: Eds. Chetley A. 
and Mintzes B. 
“Promoting health or 
pushing drugs?”, Health 
Action International, 1992 


small minority. The others are thus 


peutics--and these form a very 
_,. Thus we have 


-_ yulnerable to glib medical representatives 
P gaping lacuna in our country and most firms take full advantage 
of it." P65 IF doctors had easy access to up-to-date scientific 
‘nformation about therapeutics they might not be so eager to rely 
on the drug companies for their continuing medical education. 
Panama has used educational outreach strategies including pro- 
fessional visits to physicians on a person-to-person basis similar 
to those of detailers. Unfortunately, the effectiveness of this tactic 
has not been critically assessed due to a shortage of resources.” A 
pilot study in Indonesia has demonstrated that through a combi- 
nation of brief lectures, interactive discussions and individual and 
group assignments, medical students can be taught to critically 
assess pharmaceutical ads and identify misleading or incorrect 
information that the ads contained.?! This technique could be 
extended to cover an assessment of information provided by 
detailers. 

In a bid to control the actions of detailers, Turkey has made 
companies responsible to the Ministry of Health for the statements 
and activities of their representatives, while Singapore licences 
detailers for three year periods.>> Detailers in India have taken a 
unique approach and have unionized to form the Federation of 
Medical and Sales Representatives’ Association of India 
(FMRAI). FMRAI has 25,000 members, out of about 40,000 
detailers in the country, and was the first group in India to raise 
the issues of unlimited profit by the multinationals, production of 
essential drugs and unethical sales campaigns. It would like to see 
the role of the detailer changed dramatically from promotion to 


information provision and post-marketing surveillance within a 
34 


national corporation for the distribution of drugs. 

Prescreening arrangements for symposia can help to prevent 
them from being little more than thinly disguised promotional 
vehicles. In Turkey, manufacturers and importers must inform the 
Ministry of Health of the arrangements of any congress, sympo- 
sium or seminar or their contributions to such activities, one month 
before the event.>” Presumably, the ministry could intervene to 
alter any overtly commercial events. 
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PROTECTING 
CONSUMERS 


Controlling promotion to physicians is only part of the equa- 
tion. In some countries, such as South Korea, prescription drugs 
are advertised by name directly to the public. Clearly, this is an 
activity that should be stopped. Advertising aimed at physicians 
affects consumers’ attitudes towards Western drugs in general and 
individual products in particular because consumers often see 
these ads. Although in theory prescriptions are necessary to buy 
drugs, in most Third World countries this requirement is nothing 
more than a legal fiction >>’ Given the paucity of doctors in 
many of these countries, medications will continue to be bought 
without a prescription. One way to counter the effects of promo- 
tion is to train drug sellers. Nepal has a special 45 hour training 
course for this group which emphasizes practical training as well 
as formal teaching on pharmacology, ethics, storage of drugs and 
legal issues. These courses have proven to be quite popular with 
drug retailers and, despite initial reservations expressed by doctors 
and some pharmacists, the course 1s now well accepted by profes- 
sional groups. Between 1981 and 1989, 4096 drug retailers had 
graduated from the course. Although the course seems successful, 
it has yet to be systematically assessed to determine what impact 
it actually has on drug storage and dispensing practices.>° 


COMPANIES NEED TO TAKE 
RESPONSIBILITY FOR THEIR ACTIONS 


Some companies, such as Ciba-Geigy, are devoting consider- 
able resources into improving the level of information they pro- 
vide in the Third World. Ciba-Geigy has established a Medical 
Product Committee which monitors and constantly reassesses the 
safety of marketed products, the Product Information Policy and 
Product Communication Audit which codifies and controls all 
drug information and the Product Issue Management and Early 
Warning Systems which address drug issues from a pharma-po- 
litical perspective.” Efforts such as these need to be noes 
by governments, health care professionals and consumers alike. 

A first step for multinational companies, and one that could 
be easily and inexpensively accomplished, would be to apply at 
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least as high a standard to promotion in Third World counties as 
they require in their home country. Unfortunately, the attitude of 
many companies towards promotional reform Is still a reflecyon 
of the opinion expressed in a 1980 report entitled "Opportunities 
for Pharmaceuticals in the Developing World over the next twenty 
years". This report, based on the views of "individuals in the 
industry", stated that "the most important requirements for drugs 
by the developing countries will continue to be for antibiotics, 
cough and cold preparations, vitamins, analgesics, hormones and 
tomies! . nll, P-45. While some products on this list are useful if 
prescribed appropriately, others such as cough/cold remedies, 
vitamins and tonics do nothing to meet the major health needs of 
Third World countries. Moreover, as we have seen, promotion 
encourages inappropriate prescribing of useful products such as 


antibiotics and hormones. 


CHANGE FROM 
WITHIN 


Ultimately, the impetus for change will have’to come from 
Third World countries themselves. Many of the reforms that have 
been described here have already been adopted in selected Third 
World countries because of pressure from consumers and profes- 
sionals. Finding the political will to pass laws or develop policies 
is only the first, and probably, easiest step. The difficult part is in 
enforcing them. Even where countries want to enforce them, the 
resources--both human and monetary--do not exist. Health care 
budgets in some countries range from US$1 - 4 per capita.!° 
Progressive companies and nongovernmental organizations oper- 
ating in developed and Third World countries can supply some of 
these needed resources, but substantial international support ts 
going to be necessary. 

This support could come partly through initiatives arising 
from the WHA resolution on the CIOMS report passed at the 47th 
WHA?’. The feelings of consumer advocates about the WHA 
resolution were expressed by Niyada Kiatying-Angsulee, a That 
pharmacist: "The challenge now is for countries to put the resolu- 
tion into action, with strong controls and effective sanctions, both 
internationally and at country level."*° One channel for imple- 
menting the WHA resolution could be the Action Programme on 
Essential Drugs (APED). APED was formally approved at the 
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1981 WHA. Under the direction of Dr, Ernst Lauridsen, by the 
early part of 1988, APED had achieved some impressive results. 
It had assisted over 100 countries in developing essential drugs 
lists. Expert groups had met to draft guiding principles for small 
national drug regulatory authorities, guidelines for the develop- 
mish) oF nations drug policies and ethical criteria for drug promo- 
tion. 

The optimism for achieving significant changes through the 
implementation of the WHA resolution in conjunction with the 
actions of APED has to be tempered in light of recent events at 
the WHO. When Dr. Hiroshi Nakajima took over as WHO 
Director General in 1988 he reorganized APED and Dr. Lauridsen 
resigned his position in January 1989 citing increasing bureau- 
cratic "harassment" and the "watering down" of the programme. 
There were well grounded fears that APED would refocus its 
activities on technical aspects rather than retaining its advocacy 
posture. !> The Director General’s report "Implementing of 
WHO’s revised drug strategy" to the WHO Executive Board in 
January 1994 in preparation for the 47th WHA lacked any general 
review of progress on most areas of the Revised Drug Strategy 4 
and it was only by virtue of vigorous lobbying that a strong 
resolution was eventually passed.” We have already seen earlier 
how a similar lobbying effort was needed to ensure that action was 
taken on the CIOMS report. 

Although reforms will not be easily won, in the end changes 
in drug promotion will be in everyone’s best interests. The drug 
companies will be free from the intense criticism aimed at them; 
physicians will have information enabling them to prescribe more 
appropriately and they will not have to concern themselves with 
trying to learn about thousands of useless drugs; Third World 
countries will be able to have more control over the drugs left on 
their markets and they will be able to direct their limited resources 
to the best uses; and, most importantly, people living in these 
countries will have easier access to necessary drugs, and as a 
consequence better health and better health care. 
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